06 yTBepxieHHHU ()OPM MPOBEPOUYHBIX JIMCTOB (CHUCKOB KOHTPO/IBHBIX
BOIPOCOB, OTBETHI Ha KOTOPbIe CBH/IeTe/IbCTBYIOT 0 COO/TIOAeHUH H/TH
HeC00,/TI0/IeHUH KOHTPO/THPYEMBIM JTULIOM 0053aTe/IbHBIX TPe0oOBaHMi1),
ucnonb3dyembix DeepanbHOI CTy)K00# 110 HAaA30pY B cepe 31paBOOXPaHEHHUS U ee
TeppPUTOPHA/ILHBIMU OPraHaMu NPH 0CYILeCcTB/IeHUH (eepasbHOro
rocy/JapCTBeHHOr0 KOHTPOJIA (HaA3opa) B cdepe oOpaiieHNs 1eKapCTBeHHbBIX
CpeAcCTB

B cootBetcTBUM C yacThio 1 ctatbu 53 PepepanbHOro 3akoHa ot 31 uronsa 2020 r.
Ne 248-®3 «O rocynapcTBeHHOM KOHTpoOJie (HaZJ30pe) M MYHUILMMAIbHOM KOHTpOJie B
Poccuiickoii @epepaimn» (Cobpanue 3akoHozaarensCcTBa Poccuiickoit depeparium, 2020,
Ne 31, cr. 5007), mynkrom 3 TpebGoBaHuii K pa3paboTKe, cofiepKaHHIO, 00IIeCTBEHHOMY
00CY>KIeHUI0O TIPOEKTOB (hOpM TIPOBEPOUHBIX JIMCTOB, YTBEpXKAEHHIO, TPUMeHEeHHUI0,
aKTyanu3auyy opM MpOBepOUHbBIX JIMCTOB, a TAKXKe C/yyau 00s13aTe/IbHOTO TIPUMeHeHHst
NIPOBEPOYHBIX JIMCTOB, YTBepXAEeHHbIX IOocTaHOBieHWeM IIpaButenbcTBa Poccuiickon
depeparuu ot 27 okTsiopsi 2021 r. Ne 1844 (Cobpanue 3akoHOaTe/nbCTBa Poccuiickoit
@enepauuy, 2021, Ne 44, cr. 7443), v nyHkrom 3 I[lonoxeHusi o QenepasbHOM
roCyJapCTBeHHOM KOHTposie (Hagsope) B cdepe obOpallieHusi JeKapCTBEHHBIX CpeCTB,
YTBEP)XIEeHHOro nocraHoBjeHveM [IpaButenbctBa Poccurickorn @epepauyu ot 29 UIOHSA
2021 1. Ne 1049 (Cobpanue 3akoHozatenbcTBa Poccuiickoit ®@epeparyu, 2021, Ne 27,
CT. 5427), TIpU K a3 bl B a Io:

1. YTBepauTh npuaraembie (hOPMbI TTPOBEPOYHBIX JIUCTOB (CIHUCKOB KOHTPOJIbHBIX
BOTIPOCOB, OTBeTbI Ha KOTOpble CBU/IETEIbCTBYIOT O COOJIFO/IEHUH WM Hecob/roeHrH
KOHTPOJIUPYEMbIM JIMIIOM 00si3aTe/IbHbIX TpeboBaHW), HCMOMb3yeMbix PezepasbHOM
c1y>k0011 110 HaZI30py B cdepe 34paBOOXpaHeHUs U ee TePPUTOpPHaIbHBIMU OpraHaMH TIpU
OCy1LL[eCTB/IeHUU (e/iepaJbHOr0 roCy/JapCTBeHHOT0 KOHTPOJIs (HazA3opa) 3a obpalijeHremM
JIeKapCTBEeHHBIX CPe/CTB:

1.1. ®opMmy mNpoBepOYHOro JMCTa (CIKMCKa KOHTPOJIBHBIX BOIPOCOB, OTBETHI Ha
KOTOpbIe CBU/IETE/TLCTBYIOT O COOJIIO/IeHNU UM HeCOB/TF0IeHUM KOHTPOIMPY€EMBIM JTULIOM
o0s13aTelbHBIX TpebOoBaHMiA), UCIT0/Ib3yeMoro deepasbHOM CyKO01 110 HaZ3opy B cdepe
3/[paBOOXpPaHEHUs] W ee TeppUTOPUAJIbHBIMA OpraHaMM TMpUA  OCYILIeCTB/IEHUU
deaepasbHOTO  TOCYZAapCTBEHHOTO  KOHTpoisi  (Haza3opa) B cdepe  obparreHus



JIeKapCTBEeHHBbIX CpeACTB (XpaHeHWe JIeKapCTBEHHbIX CpPEJCTB [/l MeJULMHCKOIO
ripuMeHeHus1) (mpusioykeHue Ne 1);

1.2. ®opMy NpOBEPOYHOro aMCTa (CMHUCKAa KOHTPOJIbHBIX BOIPOCOB, OTBETHI HA
KOTOpbIe CBU/IETE/IbCTBYIOT O COOIOZIEHUU WK HeCOOMI0IeH KOHTPOTMPYEeMbIM JTUL[OM
o0si3aTenbHBIX TpeboBaHMil), UcTo/b3yeMoro deepanbHOM CyKO0# 110 HaZ30py B cdepe
3/[paBOOXpaHeHUsi W ee TeppUTOpUaJbHbIMA OpraHamMu TpU  OCYILeCTB/IEHUU
denepasbHOTO  TOCYAAPCTBEHHOTO  KOHTpoJisi  (Haza3opa) B chepe  obpaiieHus
JIeKapCTBEeHHbIX CpeACcTB (TepeBo3Ka (TPaHCIIOPTHMPOBKA) JIeKaPCTBEHHBIX CPeZCTB s
MeTULIMHCKOT0 NprMeHeHus ) (ripunokeHue Ne 2);

1.3. ®opmMmy MpoBepoyHOro aucTa (CIKMCKa KOHTPOJILHBIX BOIPOCOB, OTBETHI Ha
KOTOpbIe CBU/IeTeTbCTBYIOT O COO/II0IeHUH WX HeCOOMI0ieHUH KOHTPOJIUPYEeMbIM JIULIOM
o0s13aTe/IbHBIX TpeOoBaHUil), UCTOIb3yeMoro ®eziepaabHOM C1y>X001 110 Hazi30py B cdepe
3[paBOOXpPaHeHUs] W ee TeppUTOpPUAJbHBIMA OpraHaMM TPy  OCYILeCTB/IeHUU
denepanbHOTO  TOCYJapCTBEHHOTO KOHTposis (HazA3opa) B cdepe  obOpaiijeHUs
JIeKapCTBEeHHbIX CpeACTB (OTIYCK, Tepejaya, peaau3aliys, TMpoJaka JeKapCTBEHHBIX
Cpe/CTB /Il MeJULIMHCKOTO NnpuMeHeHus1) (rpusiokeHue Ne 3);

1.4. ®opMy MpOBEPOYHOro JaUCTa (CMHUCKA KOHTPOJIbHBIX BOIPOCOB, OTBETHI HA
KOTOpbIe CBU/IETE/IbCTBYIOT O COOTIOZIEHUU WK HeCcoOMI0IeH KOHTPOTMPYEeMbIM JTUL[OM
o0si3aTenlbHBIX TpeboBaHMiA), UcCIo/b3yeMoro deepanbHOM CyKO0 110 HaZ30py B cdepe
3/[paBOOXpaHeHUsi W ee TeppUTOpPUa/lbHbIMU OpraHaMu TpU  OCYIleCTB/IEHUU
denepasbHOTO  TOCYAAPCTBEHHOTO  KOHTpoOJisi  (Haz3opa) B chepe  obpaiieHus
JIeKapCTBEeHHBbIX Cpe/ICTB (YHUUTO)KeHUEe JIeKapCTBEHHBbIX CpeZCTB MJid MeJUI[MHCKOIO
TIPUMEHEHUS) (mpunosxenuve Ne 4);

1.5. dopMy mpoBepouHOro aMcTa (CrrcCKa KOHTPOJBHBIX BOMPOCOB, OTBEThI Ha
KOTOpbIe CBU/IeTe/IbCTBYIOT O COO/IOZIeHUU UK HeCcoOTI0IeH KOHTPOIMPYeMbIM JTUL[OM
o0s13aTe/bHBIX TpeOOoBaHUil), UCTOb3yeMoro PeziepaabHOM CiTy>kK001 110 Hazi30py B cdepe
3[paBOOXpaHeHUs1 W ee TeppUTOpPUaJbHbIMA OpraHaMM TpU  OCYILeCTB/IeHUU
demepanbHOTO  TOCYJapCTBEHHOTO KOHTposis (Haza3opa) B cdepe  obOpaireHUs
JIeKapCTBEeHHBIX CPe/CTB (M3rOTOB/IEHUE JIeKAapPCTBEHHBbIX CPEeACTB [/ MeAULIMHCKOTO
TIpUMEHEeHUs1) (npunoxxenue Ne 5);

1.6. ®opmMy TmipoBepoyHOro Jucra (CryMcKa KOHTPOJIbHBIX BOITPOCOB, OTBEThI Ha
KOTOpbIe CBU/IETETLCTBYIOT O COOTFOZIEHUU WK HeCOOI0IeH KOHTPOTMPYEMbIM JTUT[OM
o0s13aTeNlbHBIX TpebOBaHMiA), UCIT0/Ib3yeMoro deepasbHOM CyKO0H 110 HaZ30py B cdepe
3/[paBOOXpPaHeHUs] W ee TeppUTOpPUAlbHBIMU OpraHaMM TpU  OCYIIeCTB/IEHUU
denepasbHOTO  TOCYZAapCTBEHHOTO  KOHTpoisi  (Haz3opa) B cdepe  obparreHus
JIEKapCTBEHHBIX CPe/CTB (yCTaHOB/JEHWE TIPOU3BOAUTE/ISIMUA JIEKAPCTBEHHBIX TMPernapaToB
1[eH Ha JleKapCTBeHHbIe TperapaThl, BK/IIOUeHHbIe B TiepeueHb )KU3HEeHHO HeobX0IUMBIX U
Ba)KHEMIIIMX JIeKapCTBEHHBIX TperapaToB /il MeAULIMHCKOTO TpuMeHeHus1) (TIpuioKeHue
Ne 6);

1.7. ®opMy TpoBepOYHOro JucTa (CrMCKa KOHTPOJIbHBIX BOIIPOCOB, OTBEThHI Ha
KOTOpbIe CBU/IETEIbCTBYIOT O COOTIOZIEHNU WK HeCOOTI0IeHN KOHTPOTMPYEeMbIM JTUL[OM
o0si3aTenlbHBIX TpeboBaHMiA), UCTo/Ib3yeMoro deepanbHOM CyKO0# 110 HaZ30py B cdepe
3/[paBOOXpaHeHUsi W ee TeppUTOpPUaJbHbIMA OpraHaMM TpU  OCYIleCTB/IEHUU
denepasbHOrO  TOCYAAPCTBEHHOTO  KOHTpoOJisi  (Haz3opa) B chepe  obpaiieHus



JleKapCTBeHHBbIX Cpe/CTB (CcoO/ofieHre JIMLeH3UMOHHBIX TpeOOBaHUM K OCYILeCTBIEHUIO
dhapMalieBTHUeCKOMU JiesiTeIbHOCTH) (TpusioxkeHre Ne 7);

1.8. ®opMy NpOBEpOYHOro JKMCTa (COMCKA KOHTPOJIBHBIX BOMPOCOB, OTBETHI Ha
KOTOpbIe CBU/IETE/IbCTBYIOT O COOIOZIEHUU WK HeCOOMI0IeH KOHTPOTMPYEeMbIM JTUL[OM
o0si3aTenbHBIX TpeboBaHMil), UcTo/b3yeMoro deepanbHOM CyKO0# 110 HaZ30py B cdepe
3/[paBOOXpaHeHUsi W ee TeppUTOpUaJbHbIMA OpraHamMu TpU  OCYILeCTB/IEHUU
denepasbHOTO  TOCYAAPCTBEHHOTO  KOHTpoJisi  (Haza3opa) B chepe  obpaiieHus
JIeKapCTBEHHBIX CPeJICTB ([IOKIMHUYEeCKHe MCC/e/loBaHUsl J1IeKapCTBEHHBIX CPeZCTB IS
MeTULIMHCKOT0 nprMeHeHus ) (ripunokeHue Ne 8);

1.9. ®opmy mipoBepoyHOro JMcra (CryMcKa KOHTPOJBHBIX BOITPOCOB, OTBEThHI Ha
KOTOpbIe CBU/IeTeTbCTBYIOT O COO/II0IeHUH WX HeCOOMI0ieHUH KOHTPOJIUPYEeMbIM JIULIOM
o0s13aTe/IbHBIX TpeOoBaHUil), UCTOIb3yeMoro ®eziepaabHOM C1y>X001 110 Hazi30py B cdepe
3[paBOOXpPaHeHUs] W ee TeppUTOpPUAJbHBIMA OpraHaMM TPy  OCYILeCTB/IeHUU
denepanbHOTO  TOCYJapCTBEHHOTO KOHTposis (HazA3opa) B cdepe  obOpaiijeHUs
JIeKapCTBEeHHbIX CPeACTB (KIMHUYeCKHe MCC/Ie/loBaHus JIeKapCTBEHHbIX TMperapaToB [Jist
MeJULIMHCKOT0 NpruMeHeHus ) (rpunoxkerue Ne 9).

2. Tlpy3HaTh yTpaTHBIIMMU CHIy Tprka3 PDefepanbHOW CyKObI 1O HaJ30py B
cdepe 3mpaBooxpaHeHusi oT 19 deBpans 2022 1. Ne 1185 «O06 yTBepkaeHUH (HOpM
MIPOBEPOYHBIX JIMCTOB (CITUCKOB KOHTPOJIBHBIX BOIPOCOB, OTBeTbI Ha KOTOpbIe
CBUZIETeNILCTBYIOT O COO/IOIEHUH WM HecoO/M0/IeHHd KOHTPOJUPYEMbBIM  JTUI[OM
o0s13aTeNlbHBIX TPeOOBaHMI), UCTIO/b3yeMbIX PeiepanbHOM CyX00¥ 110 Ha/I30py B cdepe
3/[paBOOXpPaHeHUs] W ee TeppUTOpPUalbHBIMU OpraHaMM TpU  OCYIIeCTB/IEHUU
deaepasbHOTO  TOCYZAapCTBEHHOTO  KOHTposis  (Haz3opa) B cdepe  obparreHus
JIeKapCTBEHHBbIX CpeJCTB» (3aperucTpupoBaH MUHHCTEDPCTBOM HOCTULIMKA Poccubickoi
depnepaiuu 25 peBpans 2022 1., peructpaiiuoHHbIM Ne 67499).

PykoBoguTenb A.B. CamoinoBa



ITpunoxxenue Ne 1

K TipuKa3sy PeiepanbHOM CTy>KObI

TI0 HaJ30py B cepe 37 paBoOXpaHeHust
oT Ne

dopma

QR-kop,

IIpoBepouHbIN JTUCT
(CIMCOK KOHTPOJ/IBHBIX BONMPOCOB, 0TBETHI HA KOTOPbIE
CBH/IeTe/IbCTBYHOT 0 CO0/II0IeHUH WJTA HeCo0/TI0JeHUN KOHTPO/IMPYeMbIM
JIMIOM 00513aTe/IbHBIX TPe00BaHHUil), HCIO0/Ib3yeMblid PeepalbHON CTy)K00H
10 Ha/130py B cdepe 3/[paBOOXpPaHEHUsI U ee TEPPUTOPHAILHBIMHU
opraHamM# MpH OCyIIeCTB/IeHNH (eiepa/IbHOT0 rocy/JapCTBEeHHOr0 KOHTPO/IA (HaA30pa)
3a o0paleHneM JieKapCTBeHHBIX CPe/ICTB
(XpaHeHHe 1eKapCTBEHHBIX CPeACTB /I MeJUIHHCKOT0 MPUMeHEeHH)

1. HaumeHoBaHMe BUjla KOHTPO/S (HaZ30pa), BKAOUEHHOTO B eJUHBIM peecTp BUOB (e/epasbHOrO TOCYAApPCTBEHHOIO
KOHTpOJIsA (Hazi30pa): emepasbHbIN rocyAapCTBEHHBIM KOHTPO/Ib (Hazi30p) B cdepe obOpaiijeHus TIeKapCTBEHHBIX CPe/ICTB.

2. HanMmeHoOBaHWe KOHTPOJILHOTO (Ha/30PHOI0) OpraHa W peKBU3WThl HOPMAaTUBHOT'O TIPABOBOTO aKTa 00 yTBepKAeHUU
(OpMBI TIPOBEPOYHOTIO JIUCTA:

3. COMCOK KOHTPOJIbHBIX BOTMPOCOB, OTPa)KaloIUX Cojep)kaHue 00s3aTe/bHbIX TpebOoBaHUM, OTBEThl Ha KOTOpPbIe
CBUZIETEILCTBYIOT O COOMIO/IeHHH WA HecoOI0ZileHU KOHTPOIMPY€EeMbIM JIULIOM 00si3aTelbHbIX TpeboBaHMiA:

| Ne | CrnMCcOK KOHTPOJIBHBIX BOITPOCOB, OTPa’KAFOIIHX | PeKBU3UTEI OTBeTHI Ha BOMPOCHI, cofiepkatrecs: B Crivcke KOHTPOJIbHBIX




cofiep)kaHue 00s13aTe/IbHbIX TpeOOoBaHMI

HOPMAaTHBHBIX
MPABOBBIX AKTOB, C
yKa3aHHeM UX
CTPYKTYPHBIX €[UHHII,
KOTOPBIMH
yCTaHOBJIEHBI
00s13aTe/IbHbIe
TpeboBaHUs

BOITPOCOB

OpraHM3aL{Hsi OITTOBOU arrTevHast OpraHu3aLyst Kak Me/IULMHCKYe
TOPTOB/H [[] cTPyKTypHOE rojpasjenenne OpraHM3aLiy U UX
JleKapCTBEeHHBIMHU MeJULIMHCKOM OpraHu3aLuu 060cobsieHHbIE
CpefiCTBaMH Jist TIoJjpa3zieneHus
Me/JULIMHCKOT O (ambymnaTopuy,
NIpUMeHeHNs OCYIIIeCTBJ/ISIOLL1IE PO3HUYHYIO (enpALIepCcKYe U
TOPTOBJIIO JIeKapCTBEeHHBIMU ¢enpaLIEPCKO-
TiperiapaTamy /st MeJULIMHCKOTO aKylepcKye MyHKTEI,
TIpUMeHeHUs LIeHTPHI (OTAeeHUs)
o011ieit BpaueOHOM
[ anrreunas opraHusaLus (cemeiiHOI1) TPAaKTHKN),
PacIoNoyKeHHbIe B
] VH/IUBUya/IbHbIN CebCKUX HaceleHHbIX
npe/iNpUHYMaTerb MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIlTeyHble
[ o60cobnentsIe To/ipa3fieeHust OpraHu3aruu
(ambynaTopuy, denbaepckye u
(enbAIepCcKo-aKyIepcKue
MyHKTBI, LleHTpPhI (OT/eneHus)
o61eli BpaueGHOM (ceMelHOM)
TIPaKTHKH),
Aa HeT HErpuMeHUMO Aa HeT HErpuMeHUMO Aa HeT HernpruMeHnMo

PN E Do ®Z T

®epepasnbHbii 3aK0H OT 12 ampesst 2010 1. Ne 61-®3 «O6 obpaiieHny JieKapcTBeHHbIX cpecTB» (CobpaHue 3akoHozaTenbcTBa Poccutickoit ®epeparuu, 2010, Ne 16, ct. 1815; 2022, Ne 13, cT.
1953) (manee - 61-®3); [IpaBuna Hajyexaleid MPAKTUKW XPaHEHWsS YW TIEPEBO3KM JIEKAPCTBEHHBIX IPErapaToB A/l MeJWI[MHCKOTO TPHMeHeHHs, YTBep)KAeHHbIe MpuKa3oM MUWHHCTepCTBa
3apaBooxpaHeHusi Poccuiickoit @epeparuu ot 31 aBrycta 2016 r. Ne 646H (3apeructpupoBad MuUHUCTepCTBOM rocTULIMM Poccutbickoit @epepaiiyu 9 siuapsi 2017 1., peructpaljuoHHbIN Ne 45112)
(manee - IlpaBuna Hajjexalleld NMpakTUKK XpaHeHus); [IpaBuia Hajexaleld anTeyHON MPaKTHKU JIeKapCTBEHHBIX IpernaparoB [ji MeJWLMHCKOrO NpUMeHeHUs], YTBep)K[eHHble MPUKa3oM
MunucrepcTBa 3ApaBooxpaHeHusi Poccuibickoit ®@epepauyy or 31 aBrycra 2016 r. Ne 647H (3apeructpupoBaH MuHuKcTepcTBoM loctuliud Poccubickoit ®eneparyu 9 sHBaps 2017 r.,
perucTpanvoHHbIi Ne 45113) (zanee - IlpaBuna Hazexallell anTeyHol NpakTUKK); [IpaBuia XxpaHeHUs JleKapCTBEHHBIX CPeZCTB, YTBEP)KJeHHble IPUKa3oM MUHUCTepCTBa 3[paBOOXPaHeHHUs U
coluanbHOro pasutust Poccuiickoit @epepariuu ot 23 aerycrta 2010 1. Ne 706H (3apeructprupoBaH MUHUCTEPCTBOM rOCTULIMU Poccutickoit ®epeparyu 4 oktsiopst 2010 r., peructpaijoHHbiid Ne
18608) ¢ nM3MeHEHHsIMH, BHECEHHBIMM MPUKa30M MUHUCTEDPCTBOM 3/pAaBOOXPAHEHUs] M COLMAbHOTO pa3Butus Poccutickodi ®Penepanyu ot 28 gekabpst 2010 r. Ne 1221H (3apeructpupoBaH
MunucrepctBoM tocturiun Poccriickort ®epeparwu 4 despasst 2011 r., perucrpauyonssiii Ne 19703) (manee — [IpaBuia xpaHenusi); Pemenue CoBera EBpa3uiickoil 5KOHOMHUECKO KOMHCCHA OT
3 Hosibpss 2016 1. No 80 «O6 yTBepxkjenuu [IpaBun Hajjexariedl AUCTPUOLIOTOPCKON TMPAaKTHUKM B paMKax EBpa3suiCcKOro 3KOHOMHMUECKOro Coro3a» (oduluanbHbid caiT EBpa3suiickoro

9KOHOMMUECKOT0 coro3a http://www.eaeunion.org/, 21 Hosi0pst 2016 r.) (ganee - ITpaBuia Hajyiexalel JUCTpUObIOTOPCKOH I

aKTHKH)

1.

YTBEP)K,[LEHH JIN PYKOBOAUTEIEM CY6'I)EKTB O6pam€HHH
JIEKApCTBEHHBIX CPeACTB CUCTEMA KauecTBa?

nyskt 3, 4 IlpasBun
Ha/1exxalliell IpakTUKu
XpaHeHUst; MYHKT 3, 7,
8, 9, 11, 59 — 66, 67
IlpaBun Hagsexarrei
anTeuyHoM  TNpPaKTHKU;




nyHkr 6, 10 - 15
IlpaBun Hagsexarei
JIUCTPUOBIOTOPCKOM
TIPaKTUKH

HasHaueno /i PYKOBOAUWUTE/IEM CYG%BKTB OﬁpmHEHHH
JIEKAPCTBEHHbIX CpeacTBs Jano, OTBETCTBEHHOe€ 3a
BHeAPEHHEIIO6eCHEQEHHeCHCTQMLIKBHECTBH?

TIYHKT 5 IIpaBun
Ha/ijiekalllell paKkTUKU
XpaHeHUst; MyHKT 6, 10
IMpaBun Hazexarleit
anTeyHoU! MPaKTUKY;
nyHkr 8, 17 - 21
IlpaBun Hagsexaren
JUCTPUOBIOTOPCKOM
TIPaKTHKU

ViMeeTcst M AOKYMEHTAIUs CUCTEMbBI KaUeCTBa, B TOM UKCJ/Ie
CTaH/|apTHBIE OMepaljoHHbIe MpoLieAypkl (Aanee - COII)?

nyHkT 3, 41 Ilpasun
Ha/ijie)kaltleit pakTUKA
XpaHeHUsl; MYHKT 4, 5,
37, 39, 40, 68 IlpaBun
HaZjieXxalreil anTeqHou
TIPaKTHKY;

nyHkt 7, 38, 52, 53
IlpaBun Hagsexaren

JUCTPUOBIOTOPCKOM
TIpaKTUKU

[ToHATHO /M cCojepKaHue [JOKYMEHTOB, OZHO3HauHO, He | myHKT 41  IlpaBun

JIOMYyCKaeT [BYCMBIC/IEHHBIX TOJKOBaHUM? HaJjjiekaleid mpakTUKu
XpaHeHus; IIyHKT 55
IlpaBun Hagnexanlen
IUCTPUOBIOTOPCKOM
TIPaKTUKU

ITepecmaTpuBarOTCs /1 peryJjsipHO U MojjepXuBatoTcsd B | MyHKT 60  IlpaBun

aKTya/IbHOM COCTOSTHUH [JOKYMEHTbI? Hazexare
UCTPUOBIOTOPCKOM
TIPaKTUKHU

CoxpaHAOTCA /M 3alMCH, OTHOCALIUeCS K BbINOJHEHUIO | MyHKT 61  IlpaBun

BCEX  JeWCTBUM,  KacawlUXCsi  TOJy4YeHHOH WM | Hajjexarjei

TOCTaB/IEHHOHM TPOAYKLIMK, a TaKXKe 3aliCH I10 OKa3aHHWI0 | JUCTPUOLIOTOPCKOM

OpokepcKux yCiyr (HampuMep, 3asBKH, CueTa, TOBapHble | MPAaKTUKH

Hak/lafiHble) WK Apyrve 3alycu B 371eKTPOHHOM BUjie WIN

nHoM (opme?

Nmerorcs m yTBepXX/ieHHbIe, MO/ IVICaHHbIe u | nyHkT 56  [IpaBun

JlaTUpOBaHHble OTBETCTBEHHBIM JIML|OM MPOLIeAYPhI? Ha/ieXxalei
IUCTPUOBIOTOPCKOM

IMPAKTUKHU




8. NwmetoTcst 1 yTBepsKAeHHas, NOANKMCAaHHas U JaTUpoBaHHas | NyHKT 56  IlpaBun

JIOKyMeHTaLus1? Ha/1exartei
JIUCTPUOBIOTOPCKOM
TIPAaKTHKHN

9. JatvpoBaHbl M U MOAINMCAHBI UCIIpaB/eHNs, BHeCeHHble B | yHKT 57  IlpaBun

JIOKyMeHTaLUi0? Hajyiexariein
JUCTPUOBIOTOPCKOM
TIPaKTUKU

10. BHeceHbl /M HCOpaBieHWs TakuMm obOpa3om, urobbl | myHkT 57  IlpaBun
COXpaHsi/IaCh BO3MO)KHOCTb TPOUTEHMs IepBOHAuaIbHBIX | Hafsexaren
3anucen? IUCTPUOBIOTOPCKOM

TIPaKTUKHU

11. | O3HaxkoM/IeH /4 TIepCOHas C JOKYMeHTaM{ 10 XpaHeHWI0 U | myHKT 43  IlpaBun
(nm) repeBO3Ke JIeKapCTBEHHBIX TIperaparos, | Hajjlekalell PaKTHUKU
OIHCHIBAIOIIMMU  JIefiCTBYs, BBINOJIHsIeMble CyOBEKTOM | XpaHeHWs;
obpallieHust IeKapCTBEHHbBIX MPernapaToB, HanpaB/ieHHble Ha | MyHKT 12 TlpaBun
cobsttofieHre TpeboBaHMNA? Ha/iieXxalredl anTeuHou

TIPAaKTHKHU

12. | OnpeseneHa M OTBETCTBEHHOCTh pAOOTHUKOB CyOBeKTa | MOAMYHKT «O» MyHKTa
obpaleHus J1eKapCTBeHHBIX TIperiapaTtoB 3a HapylueHue | 4 ITpaBus Hagsexkarei
COIT? TIPaKTUKW XpaHeHUs!

13. | 3ak/roueH JIM B [IOTOBOpe, TI0 KOTOPOMY OCyllecTBisieTcsi | myHKT 6  IlpaBun
repejiaya JeATeJbHOCTH HAa ayTCOPCHMHI C yKa3aHWeM | Hazylekaljeld IMpaKkTHKU
00s13aHHOCTeN KaXK/IOW W3 CTOPOH, MOpsiKa AeHWCTBUU U | XpaHeHus;
OTBETCTBEHHOCTU CTOPOH? nyHkTsl 12, 110 - 112

IlpaBun Hagsexaren
JUCTPUOBIOTOPCKOM
TIPAaKTHKU

14. Wcnonusier 1 00s3aTeNbCTBA MO JIOTOBOPY ayTCOpcuHra | myHkT 6  IlpaBun

KBa/IM(ULIMPOBaHHKIM [1epCOHAN? Ha/ijie)kaltleit pakTUKA
XpaHeHUs;
nyHkt 113 TlpaBun
Hajyiexariei
IUCTPUOBIOTOPCKOM
TIPaKTUKU

15. | UmetoTcs M moMelljeHHs, KOTOpble HeoOxofumel fisi | myHKT 6  [lpaBun
UCIOTHeHUsT 00513aTesbCTB 10 AO0TrOBOPY ayTCOPCHHTa (OAHO | Hazjexallel MpakTHKH
W3 YC/AOBMM [IOTOBOpAa ayTCOPCHMHra) B COOTBETCTBUM C | XpaHeHUs;
TpeboBaHUsIMU TIpaBu/ HaieXKalllel MPakTUKY XpaHeHusa? | mMyHKT 113 TIpaBun

HaJjjiexaltein
JUCTPUOBIOTOPCKOM
TIPaKTHUKU

16. Nmeetcss nu obopyZoBaHue, KOTOpoe HeobxoaumMo mjis | myHKT 6  IlpaBun




HCIIOTHeHUsI 00513aTesIbCTB 110 JOTOBOPY ayTCOPCHUHTa (OHO

HazieXxalreil pakTUKU

W3 YC/AOBUM [i0TOBOpa ayTCOPCHMHra) B COOTBETCTBUM C | XpaHeHus;
TpeboBaHMsIMHU TIpaBu/ HaJyieXKalllel PaKTUKK XpaHeHus? | myHKT 113 TlpaBun
HazieXxarmei
IUCTPUOBIOTOPCKOM
TIPAKTHKH
17. | OcBefomnisieTcss /M [OKYMEHTalbHO MCIOJHUTeNb 1o | myHKT 6  IlpaBun
JIOTOBOpPY ayTcopcuHra (OfHO W3 YCAOBUM [JoroBopa | HajJlekallell paKTHUKU
ayrcopcuHra) o000 Bcex (pakTopax, CBSI3aHHBIX C | XpaHeHus;
JIeKapCTBEHHbIMM  TIperapataMd WM [esITeIbHOCThIO, | MyHKTHl 115 - 116
rnepejaBaeMOM  Ha  ayTCOPCHHI,  KOTOopble  MoryT | IlpaBun Hajnesxaieit
MpeJCTaBsTh ~ OMACHOCTh  [JI1  €ro  [OMeLIeHHH, | AUCTPUOBIOTOPCKON
000py/joBaHUs, IlepcoHana? TIPaKTHKU
18. | Imeetcs s y cyOwbekTa oOpaieHUsl JeKapCTBeHHbIX | MyHKT 7  IlpaBun
Cpe/iCTB HeOOXO/IUMbIH MepcoHan? Ha/ijie)kaltleit pakTUKA
XpaHeHUs;
nyHkt 12 IlpaBun
HaZjieXxalreil anTeqHou
TIPAaKTHKH;
nOyHKTel 16, 22, 23
IMpaBun Hazexarlei
JUCTPUOBIOTOPCKOM
TIpaKTUKU
19. VmeeT 1 mepcoHan HeoOXOAUMYIO KBaMUGUKALIUIO U OMBIT | MyHKT 8  TlpaBun
paboTeI? HaJ|jieXkaltiell IpakTHKU
XpaHeHwus;
nyHkTe! 13, 16 [IpaBun
HaJjjiekallieid anTeuHoi
TIPaKTUKU
20. | 3akpeIieHbl 1 B JO/DKHOCTHBIX MHCTPYKLUSAX 00si3aHHOCTH | IyHKT 9 IlpaBun
U OTBETCTBEHHOCTh pabOTHUKOB CyObekTa oOpailjeHusi | HaziexKalel MpakTHKU
JIeKapCTBEHHBIX TperapaToB, B TOM YMC/Ie OTBETCTBEHHOIO | XpaHEeHHS;
yna? nyHkT 24  [lpaBun
HaJjjiexaltein
JUCTPUOBIOTOPCKOM
TIPaKTHKU
21. IIpoBofsiTCS MM MOATOTOBKU (MHCTPYKTa)KM) TepcoHana B | myHKT 9 IlpaBun
COOTBETCTBUH C M7IaHOM-IpayKOM? Ha/1exxalliell IpakTUKu
XpaHeHwus];

nyHktel 14, 15, 17
IlpaBun Hagnexanlen
anTeuHOM! MPaKTHUKY;

NyHKTBl 25 - 27




IlpaBun Hagexarei

JIUCTPUOBIOTOPCKOM
TIPaKTUKU
22. ApPXUBUDYIOTCA /I B COOTBETCTBUM C 3aKOHOJATeNbCTBOM | MyHKT 9, 10 IlpaBun
Poccwuiickori ®Pefjepariii 06 apxXvBHOM [iejie IOKYMEHTBI O | HazieXkallel paKTHKH
TIpOBe/IeHMU MOJrO0TOBKU (MHCTPYKTa)Ka) MepcoHaa’? XpaHeHUsI
23. Nmeet yiu cyOBeKT obpaliieHust 1eKapCTBeHHbBIX MpernapatoB | myHkT 11 TlpaBun
TIOMeIIleHUsT /i1 OCYILIeCTB/IEHUs]  JieATelbHOCTU TI0 | HajJiexxalredl pakTUKU
XpaHEeHUIO JIeKapCTBEHHBIX MPerapaToB? XpaHeHWUS;
nyHkt 18  IlpaBun
HaJjjiekallieid anTeuHoi
TIPaKTHKY;
nysktel 29 - 31
IMpaBun Hajexaliei
JUCTPUOBIOTOPCKOM
TIPAKTHUKU
24. | ObecrieyeHa i BO3MOKHOCTb OeCIIPerATCTBEHHOTo BXoJa ¥ | MyHKT 21 TlpaBun
BBIXO/]a /JISl JIAL] C OrPaHWYeHHBLIMU BO3MOKHOCTSIMU WM | HajjiexXalreld anTeuHou
BO3MO)KHOCTb BbI30Ba (hapMarleBTUUECKOr0 pabOTHHMKA (B | MPAKTHKU
C/lydyae, eC/i KOHCTPYKTHMBHas OCOOEHHOCTb 37aHUsl He
MOo3BOJIsieT) A7 OOCTy)KMBaHUSI  yKa3aHHBIX JIAL] B
COOTBETCTBUM C TpeOOBaHUSMU 3aKOHO/IaTe/IbCTBA O 3allUTe
WHBa/IU/IOB?
25. Nmeercss nmu BbIBecka (yKaszaTenb) C yKasaHWeM Bcex | myHKT 22  IlpaBun
HEOOXO/IUMBIX PEKBU3UTORB? Hajjjiekalle anTeuHomn
TIPaKTUKU
26. Nmeetcss nu obopyznoBaHue (B XopouieM cOCTOSSHUM U | myHKT 11 TlpaBun
YHCTOE), TIpUHA/|jIesKalliee CyOBeKTy obpalrieHys1 | Hajjiekalel mpakTUKY
JIEKAPCTBEHHBIX CPE/ICTB Ha IpaBe COOCTBEHHOCTH WM Ha | XpaHeHWs; TMYyHKT 4
MHOM 3aKOHHOM OCHOBaHUU? IIpaBun XpaHeHust
JieKapCTBeHHBIX
CpeJCTB;
nyHkThl 18, 30 ITpaBun
HaJjjiekalled anTeuHomn
MIPAaKTHKHU
27. Ob6ecreurBaroT i roMenieHust st XpaHeHus1 | nyHKT 12 IlpaBun
JIEKAPCTBEHHBIX ~ TIpernapaToB  0e3omacHoe  pasfie/lbHOe | Hajiekailel MpPaKTHKU

XpaHeHHe U NepeMellleHNe JleKapCTBeHHbIX IperapaToB?

xpaHeHust; 1. 2 IIpaBun
XpaHeHUst
JIeKapCTBEHHBIX
CpeJCTB;

nyskt 20 IlpaBun
Hajyiexailled anTeyHou
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TIPaKTUKU
28. WNmeercss 1M 30Ha TOProBAM TOBapaMd amnTeyHoro | oyHKT 24  IlpaBun
accopTUMeHTa ¢ obecrieueHWeM MeCT XpaHeHWs, He | Hazjexalleld anTeuHoi
JOMYyCKaroLMM CBOOOZHOrO [IOCTyMAa TIOKyTaTeled K | TPaKTHKH
TOBapam, OTITyCKaeMbIM, B TOM YMCJIe 10 peLlenTy?

29. | ObecrieueHo /M pyKoBoguTeneM CcyObekTa oOpamienus | myHkT 38  [IpaBun
JIEKAaPCTBEHHBIX ~ CPEJCTB, HMEWLMM JIMLeH3UI0 Ha | Hajjlexkalljell arTeyHou
(hapMalieBTUUeCKYIO JlesiTe/IbHOCTb, Ha/lv4ue | MpaKkTUKU
MUHHUMA/IBHOTO aCCOPTUMEHTa?

30. Nmeercsi M 30Ha pa3fie/lbHOTO XpaHeHUs OfexAbl | OyHKT 24  TlpaBun
pabOTHUKOB? Hajyiexalillel anTeuyHou

TIPaKTUKU

31. OnpefenieHbl 1 pyKOBOAUTeNneM cyObekta obpaienusi | myHkr 25  TIpaBun
JIeKapCTBEHHBIX CPe/ICTB MHble 30HbI U (WIM) TOMellleHNsl B | HazJlexkallell arTeuyHou
COCTaBe TIOMeILeHUH CyObeKTa PO3HUUHOW TOPTOBIH? TIPaKTUKH

32. CocTap/isieT M TUIOLA/[b TIOMEIeHU, HeoOxoAuMbIX st | myHkT 13 TlpaBun
OCYILleCTB/IEHUS JlesITe/IbHOCTU o XpaHeHUIO | Hajylexxalllel MpaKTUKU
JIeKapCTBEHHBIX MperaparoB, He MeHee 150 KB. MeTpOB? XpaHeHUs; NMyHKT 23.1

ITpaBun XpaHeHust
JIeKapCTBEHHBIX
CpejCTB

33. COOTBeTCTBYeT JIM IUIOLIAJb TOMellleHuH, HeoOXomumbix | myHKT 13 TlpaBun
AN OCYLIeCTB/IEHMS]  JIeITeIbHOCTM 10  XPaHeHWIO | HajjleXalled NpakTUKU
JIeKapCTBeHHBIX TIperaparos, 00BeMy XPaHUMBIX | XpaHeHHUsI
JIEKapCTBEHHBIX NpenapaToB?

34. Vmerorcs U noMellleHyst [l XpaHeHUs] OTHeONacHbIX YU | myHKT 13 IlpaBun
B3PbIBOOIACHBIX JIeKAPCTBEHHBIX CPeiCTB? XpaHeHUst

JIeKapCTBeHHBIX
CpefCcTB; MOyHKT 32
IlpaBun Hagexarei
IUCTPUOBIOTOPCKOM
TIPaKTUKU

35. COOTBeTCTBYIOT /14 [OMelleHHWs I XpaHeHWs | MyHKTel 14 - 21

OTHeONacHbIX ¥ B3PbIBOOIACHBIX JIeKapCTBeHHBIX cpeficTB? | IIpaBun XpaHeHust
JIeKapCTBeHHBIX
CpejCTB
36. COOTBeTCTBYIOT 1% XpaHeHHe OTHEOIaCHBIX u | nyskt 51  IlpaBun

B3PBIBOOIACHBIX JIEKAPCTBEHHBIX CPeJCTB?

HazyIeXXalrel paKkTUKA
XpaHeHUsl; MyHKThI 15,
19, 20, 21 TlIpaBun
XpaHeHUst
JIeKapCTBeHHBIX
CpeJCTB
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37. WNmeercs 1 oOO3HaueHHass 30HAa WM OTAeNbHOe | myHKThl 14, 15, 16
TIOMelIleHue [i7IsI IPUeMKH JieKapCTBeHHBIX TperapaToB? IlpaBun Hagsexarei
MPaKTUKU  XpaHEeHHS;
nyskt 23.1 IlpaBun
XpaHeHUst
JIeKapCTBEHHBIX
Cpe/iCTB;
nyskt 24 TlpaBun
Ha/J|jieskalrie arnTeqHoin
MpaKTUKW; MyHKT 33
IlpaBun Hagsexaren
JUCTPUOBIOTOPCKOM
TIPaKTHKU
38. OOGecrieueHa /i1 B 30He MPUEMKH 3allluTa OT Bo3feHcTBus | myHKT 33  IIpaBun
TIOTOJHBIX YC/IOBUIA? Hajjiexxariei
JIUCTPUOBIOTOPCKOM
TIPAKTUKHA
39. ObGecrieueHa /1 B 30He OTTPY3KU 3all[UTa OT Bo3jeicTBust | myHkT 33  TlpaBun
MOrOJHbIX yC/IOBUI? Hajiexxalein
IUCTPUOBIOTOPCKOM
MIPaKTHKU
40. [IpenycmoTpeHa /i B 30He IIPUEMKU OUMCTKA Tapbl? nyskT 33  [lpaBun
Ha/|ieskarmei
JCTPUOBIOTOPCKOM
TIPaKTUKU
41. Nmeercss sm  obo3HaueHHass 30Ha WM  OTAeNbHOe | TMyHKTHI 14, 16 IIpaBun
TIOMellleHue SKCIeAULIn? Ha/ijiekalllell paKkTUKU
XpaHeHUsl; NMyHKT 23.1
IIpaBun XpaHeHust
JIeKapCTBEHHBIX
CpeJCTB;
nyHKT 33  IlpaBun
HaJjjiexxalein
JIUCTPUOBIOTOPCKOM
MIPaKTHUKU
42, Wmeercss M oOO3HaueHHass 30Ha WM  OT/AeNbHOe | MyHKTHI 14, 16 TIpaBun
TOMeIlleHHe  OCHOBHOTO  XpaHeHWs  JIeKapCTBEHHBIX | Hajyiexxalrledl MpakTUKU
TriperapaToB? XpaHeHMUs;
nyskt 23.1 IlpaBun
XpaHeHUst
JIeKapCTBEHHBIX
CpejCTB
43. Nmetotcst s ob603HaueHHble 30HBI WM OTAeNbHBIE | MyHKTBI 14, 15, 16
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TIOMellleHUs]  XpaHeHWsl  JIeKapCTBeHHBIX — Ipemaparos, | IIpaBun  Hajgexkaleit
TpeOyIOIMX CrieljanbHbIX YCIOBUI? MIPAKTUKU XPaHeHUs;
nyskr 23.1 IlpaBun
XpaHeHUs
JIeKapCTBEHHBIX
CpejCTB
44, Nmetorcst s 0b603HaueHHble 30HBI  W/IM  OTAeNbHBIE | MyHKTBI 14, 15, 16
TIOMelLLleHUs hinti XpaHeHUst BbIsIB/IeHHBbIX | IIpaBun  Hajjexxaleit
¢hanbcuUIMPOBaHHBIX, HeJJ0OpOKaYeCTBeHHBIX, | NMPAKTHKKU XpaHeHMs;
KOHTpa(aKTHBIX JIeKapCTBEHHBIX IIperapaToB, a TakXe | IMYHKT; MyHKTHl 32, 81
JIEKapCTBEHHBIX  TpenapaToB C  HCTeKIIMM  CpokoM | IlpaBun  Hajjesxaieit
TOIHOCTH? JUCTPUOBIOTOPCKOM
NIPaKTHUKU
45. Nmeercss 1 obo3HaueHHass 30Ha WIM OTAeNbHOe | MyHKTHI 14, 15, 16
nomelrieHre, oOecrieunBaroiiie  Tpebyemble  ycsioBus | IIpaBunm — Hagsiekarmeit
XpaHeHHUsl JIeKapCTBEHHBIX IIperapaToB, [/ KapaHTUHHOIO | MPAKTUKU XpaHeHUs
XpaHeHUs JIeKapCTBEHHBIX [Tpernaparos?
46. NMeeTcst M1 B MOMeLLEHUSIX U 30HAX, WCIOJb3yeMbIX A | OyHKT 17  IlpaBun
XpaHeHUs JIeKapCTBEeHHBIX I1pernaparoB, OCBelljeHne? Ha/ijiekalllell pakTUKY
XpaHeHUs;
nyHkt 28  IlpaBun
anTe4yHoM NPaKTHUKU
47. | NmeeTcs 1M BalMAUpOBaHHAs CHUCTeMa, 3aMeHstomlast | MyHKT 18  IlpaBun
pasjiesieHHe 30H XpaHeHus, B TOM 4YHC/Ie IIOCPeZACTBOM | Hajjiekallel MpaKkTHKU
3/IeKTPOHHOU 00pabOTKU JJaHHBIX? XpaHeHUs;
nyskt 32  IlpaBun
Ha/eXxalei
IUCTPUOBIOTOPCKOM
TMIPAKTUKU
48. | ObGecrieurBaeT /M CHCTEMa, 3aMeHslIOIlas pasjesieHue 30H | myHKT 18  IlpaBun
XpaHeHus TpebyeMbIii ypoBeHb 6e30MmacHOCTH? Ha/ie)xanieil mpakTHKA
XpaHeHUs;
nyHkr 32 IlpaBun
HaJjjiexxalein
JUCTPUOBIOTOPCKOM
MIPaKTHUKU
49. WmetoTcst /M a[MMHUCTPATUBHO-ObITOBbIe TMOMellleHus1, | myHKT 19  TlpaBun
OT/le/leHHble OT 30H XpaHeHus JIeKapCTBEHHBIX NperiapaTtoB? | Hazslekallel pakTHKU
XpaHeHUs;
nyHkt 37  IlpaBun
Hajyiexariein
IUCTPUOBIOTOPCKOM

IMPAKTUKHU
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50. XpaHsTCs 14 B TIOMELLEHUSIX [/1s1 XpaHeHUsl JieKapcTBeHHbIX | nyHKT 20  IlpaBun
TperapaTtoB THMIeBble TIPOAYKTHl, TabauHble W3Aenus, | HaAjexalel MpakTHKH
HallMTKW, a  TaKKe  JIeKapCTBeHHble  IIpernapaThl, | XpaHeHUS;
rpe/iHa3HauYeHHbIe IS JINYHOT O WCI0JIb30BaHusl | MyHKTHI 37, 76 IlpaBun
paboTHUKamMu  cyObekTa oOpallieHusi JIeKapCTBEHHBIX | Hajjiexariei
rperiapaToB? IUCTPUOBIOTOPCKOM

NIPAaKTUKU

51. IopnepxvBatoTcsl /1 B TOMelleHUsix U (wid) 3o0Hax | nyHKT 21  IlpaBun
TeMIlepaTypHble  PEXHMbl  XpaHeHUsI W  BJI&KHOCTb, | Hajlekalljel paKkTHKU
COOTBETCTBYIOLL[E YC/OBUSIM XpaHeHWs, YyKasaHHbIM B | xpaHeHwus; 1. 3 IlpaBun
HOPMaTUBHOU JIOKyMeHTaL1H, COCTaBJISAIOLIel | XpaHeHHUs
perucTpaliioHHOe  JI0Cbe  JIeKapCTBEHHOrO Iperapara, | JleKapCTBeHHbIX
VHCTPYKLIMU 1o MeULUHCKOMY TIPUMEHEHUIO | CPeJCTB;
JIeKapCTBEHHOT'O IperaparoB 51 Ha yIakoBke | MyHKT 76  IlpaBun
JIeKapCTBEHHOT0 Tperapara? Hazexxartei

JUCTPUOBIOTOPCKOM
TIPaKTUKH

52. Ocy1ecTBasieTcst i n3yyeHue pacnpefienenusi | nyHKT 22 [IpaBun
TeMIepaTyphl (Jjanee - TeMmIlepaTypHOe KapTUpOBaHWe) B | Hajjexkallel NpakTHUKU
MOMeLeHNsAX (30Hax), MWCIOJMb3yeMbIX [I1 XpaHeHUs | XpaHeHus;
JIeKapCTBEHHBIX TpenapaToB? nyskT 39  [lpaBun

Ha/eXxalei
JCTPUOBIOTOPCKOM
TMIPAKTUKU

53. Pa3merrieHo 1 0obopyOBaHUe AJisl KOHTPOJS TEMIIepaTyphbl | MyHKT 22 IlpaBui
B TIOMeIleHUsIX (30Hax) B COOTBETCTBUM C pe3y/bTaTaMH | Hazylekalljeld IMpaKTHKU
TeMIepaTypHOro KapTUpOBaHUS, Ha OCHOBAHUM | XpaHEeHUS;
TPOBEJIEHHOT 0 aHa/n3a Y OLIEHKHA PUCKOB? nyHkt 39  [lpaBun

Hajiexariei
JUCTPUOBIOTOPCKOM
TIPaKTUKU

54, [ToBTOpsieTcsi /1 TemmepaTypHOe KapTupoBaHWe B | OyHKT 22  IlpaBun
COOTBETCTBUM C pe3y/jbTaTaM{ aHajaM3a PUCKOB, a TakXkKe | Hajulexxallleld MpakTUKU
NpY M3MEHEeHUsIX B KOHCTPYKLMM TIOMeIeHHs1 (30H) WM | XpaHeHus;
000opyoBaHus AJ1s1 KOHTPOJISI TeMIepaTyphbl? nyskt 34  IlpaBun

Hajyiexariein
JUCTPUOBIOTOPCKOM
NPAaKTUKU

55. | Peructpupyrorcs M pe3y/nbTaThl  TeMmmepaTypHoro | myHkT 23 IlpaBun
KapTUpPOBaHUsI B  CIeldaZbHOM  JKypHasie  (KapTe) | Hazyiexxalred MpaKTUKU
perucrpanud Ha OyMa)kKHOM HocuTene U (WIHM) B | XpaHeHHsS; TMyHKT 7
3/IeKTPOHHOM BH/Ie e)KeIHeBHO, B TOM UMCJIe B BbIXOZAHBIe U | [IpaBun XpaHeHHUs!

TIpa3gHUYHbBIE THU?

JIEKAPCTBEHHbIX
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CpefCTB
56. XPpaHUTCS /v XKypHas (KapTa) perucTpalyy B TedeHue AByx | myHKT 23 IpaBun
Jet? HaJyiexxalrleld MpakTUKU
XpaHeHusl; IyHKT 7
IIpaBun XpaHeHust
JIeKapCTBEHHBIX
Cpe/iCTB
57. YTBepX[eH JIM KOMIUIEKC Mep, HamlpaBjeHHbIX Ha | OyHKT 24  IlpaBun
MHHHAMM3ALHI0 pHCKAa KOHTAaMHHAL[MM MaTepuasioB WM | Hazslekaljeld IMpaKkTHKH
JIeKapCTBEHHBIX TMperapaTtoB, TPU YCIOBUU COOJIIOZIeHUs | XpaHeHHs
3aIIUTHI OT BO3/|eMCTBHS ()aKTOPOB BHEILITHeH cpefibl?
58. [MpoBoguTcsa 1 ybopKa MOMeIeHui (30H) [/ XpaHeHws | MyHKT 25  TlpaBui
JIeKapCTBEHHBIX IperapaToB B cooTBeTcTBUU ¢ COITamu? Ha/y/1exxalliell IpakTUKu
XpaHeHUs];
nyHkT 35  IlpaBun
HajjieKarei
JIUCTPUOBIOTOPCKOM
TIPAaKTHKHU
59. [JomyckaeT M OTAenka T[OMelleHWH  (BHyTpeHHuMe | myHKT 25  IlpaBun
TIOBEPXHOCTHU CTeH, TIOTOJIKOB) s XpaHeHUsl | Hajjeskalllell paKTUKU
JIeKapCTBEHHBIX IperiapaToB BO3MOKHOCTb TIPOBefleHUsl | XpaHeHHs;
BIOXHOU yOOpKU? nyskt 6  IlpaBun
XpaHeHUst
JIeKapCTBEHHBIX
CpeiCTB;
nyskr 23 IlpaBun
Hajyiexaillel anTeuyHou
NIPaKTHKU
60. OOGecreurBaeT M yCTaHOBKA 000pyoBaHus AJisi XxpaHeHus: | myHkt 10 TlpaBun
JIeKapCTBEHHBIX CPEeZICTB B TOMeLeHUsIX [JOCTYMHOCTb ISl | XpaHeHUs
poBe/ieHus yOOpKu? JIeKapCTBEHHBIX
CpeJiCTB;
nyHKThI 19, 31 IlpaBun
HaJjjiekalled anTeuHomn
MIPaKTUKU
61. Nmeercss 1 oTAenbHas 30Ha (ToMeljeHue, Imkadel) A1 | nyHKT 25  [lpaBun
XpaHeHUsi 000pyZOBaHHWS, WHBEHTapsi W MaTepuasioB [Jis | HajJie)kallel MpakTUKA
yOOpKU (OUKMCTKH), @ TAK)Ke MOIOIUX U [Ie3UH(UIUPYIOIUX | XpaHEeHHUs!
cpeficTB?
62. ObecrieyeHa Jid 3aljWTa TIOMELEHWM [yl XpaHeHus | MyHKT 26  IlpaBun
JIeKapCTBEHHBIX TiperapaToB oT TIDOHUKHOBEHUS | Hajjexxallel npakTUKU
HaceKOMBIX, IPbI3YHOB WU APYTUX >)KUBOTHBIX? XpaHeHUs;

nyHKT 27  IlpaBun
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anTeyHol! MpPaKTUKY;

nyHkT 36  [IpaBun
HaJjjiexxaltein
JTUCTPUOBIOTOPCKOM
TIPaKTHUKU

63. IIpenycmoTpeHO /M pasjesieHue II0TOKOB IlepeMellieHusi | MyHKT 28  Ilpasun
JIeKapCTBEHHBIX TperapaToB (C MOMeHTa IOCTYIUIeHUs [0 | HazJlekallell paKTHKU
MOMeHTa OTIpaBKM CO CK/IaJjd) MeXZAy IOMelleHUsMU U | XpaHeHUs
(v1) 30HaMM /15l XpaHeH!s! JIeKapCTBeHHbBIX IperaparToB?

64. | Ob6ecrieueHbl JiM IOMeLIEHVs JJIsI XpPaHEHHs JIeKapCTBEHHBIX | IYHKT 5 IlpaBun
CpejCTB cTesaKaMu, mkadamu, MOJJIOHaMH, | XpaHeHUus
MO/TOBapHUKAMU? JIeKapCTBEHHBIX

CpejCTB

65. MapkurpoBaHbl M cTeutaxku (wkadel) [ xpaHeHus | nmyHKT 29  [lpaBun

JIeKapCTBEHHBIX MperapaToB? Ha/iexanteil mpakTUKU
XpaHeHUst

66. VpeHTUGUIMPOBAHBI JIM  CTe/UTAXH, IKadbl, TonkH, | myAKT 10  IIpaBun

NpeJHa3HAueHHBbIe [IJI1 XpaHeHUs JIeKapCTBEHHBIX CPeICTB? | XpaHeHUs
JIeKapCTBEHHBIX
CpejCTB

67. VmeroTcst iu cTenakHble KapThbl, HAXOAsIHecs B BUAUMOM | myHkT 29  [IpaBun

30He? Ha/iexxalliell pakTUKu
XpaHeHust; NOyHKT 10
[IpaBun XpaHeHusl
JIeKapCTBEHHBIX
CpejCTB

68. [MpumeHsieTcsi M 37eKTPOHHasi cuctema o0Opabotku | myHkt 29  IlpaBun
JaHHBIX? Ha/|/1exxalliell IpakTUKu

XpaHeHUst

69. Ob6ecneueHa i WAeHTUGUKALUS ~ JIeKapCTBeHHbIX | MyHKT 29  IlpaBun
TperapaToB B COOTBETCTBUU C TMPUMEHSEMOW CyOBEKTOM | HajjieXkallei MpakTHKA
obpallieHu st JIeKapCTBEHHBIX MPerapaToB CUCTEMOM yueTta? XpaHeHHust

70. | IlomelieHsl /1M JleKapCTBeHHbIE IIperiaparbl, B OTHoIIeHuH | myHKT 30  IIpaBun
KOTOPBIX ~ CyOBeKTOM  oOpalieHusi — JIeKapCTBEHHBIX | Hazyle)Kallel MpaKTHKU
TperiapaToB He TIPUHATO pellleHWe O Jla/lbHellleM | XpaHeHus;
oOpalrieHNH, WM JieKapCTBeHHble TIpenaparhbl, obpamjeHue | myHKT 32 IlpaBun
KOTOPBIX TIPHOCTAQHOB/IEHO, a Takke BO3BpallleHHble | Hajslekaren
CcyObeKTy  oOpaileHuss — JIeKapCTBEHHbIX  TMPernapaToB | JUCTPUOBIOTOPCKOM
JIEKapCTBEHHbIe TIperapaTbl B OTZelbHOEe IOMeIlleHue | TPaKTHUKU
(30ny)?

71. W3onupoBanbl M JleKapcTBeHHble  mperapatbl, B | nyHKT 30  IlpaBun
OTHOLLIEHUU KOTOPBIX CcyOBbeKToM oOpairieHus1 | Hajiexkalriell IpakTHKU
JIEKApCTBEHHBIX TIpenapaToB He TPUHATO pelleHWe O | XpaHeHWs; MyHKT 32
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JanbHelieM oOpallleHUy, Wi JieKapCTBeHHbIe Iperaparsl,

IlpaBun Hagexarei

obpallleHre  KOTOpbIX  TPUOCTAHOBJEHO, a  TaKXKe | JUCTPUOBIOTOPCKOU
BO3BpallleHHble CyOBeKTy oOpaljeHuss JieKapCTBeHHBIX | MPAKTHKH
TIperiapaToB JieKapCTBEeHHble TIperiapaTtbl B OTZAeIbHOe

romelijeHue (30Hy) C MpUMeHeHUeM CUCTeMbI 3/IeKTPOHHOU

00paboTKHU JaHHbBIX, 00eCTeunBaloLIel pa3geneHye?

72. lapaHTupytoT M  npeAnpuHsATble Mepbl  W3oasaiuu | nyHKT 30  IlpaBun
yKa3aHHbIX B I1. JIeKapCTBEHHbIX IperapaToB HCK/IIOUeHHe | Hajjlekalljell PaKTHKU
UX IoMajaHus B obparjeHure? XpaHeHwus;

nyHKT 32  IlpaBun
HaJjjiexalein
JUCTPUOBIOTOPCKOM
TIPaKTHKU

73. | XpaHsITCA /M JleKapCTBeHHBbIe TIperapaThl, mogyiexkane | myHKT 31 IlpaBun
TpeIMETHO-KO/IMUECTBEHHOMY YUeTy B MeTa/UIMUeCKUX WM | Hajjiexkallel pakTHKU
JlepeBsIHHBIX IIKadax, orleyaTbiBaeMbIX WM IVIOMOUPYEMBIX | XpaHeHHs
B KOHIIe pabouero AHs?

74. | XpaHSTCA /M JIeKapCTBeHHble TIIperapaTbl, cofepskaufe | myHKT 32  [lpaBun
HapKOTHUEeCKWe CpeJCTBa M TICHXOTPONHbIe BelLecTBa, B | Hajyle)kallel NMpaKTHKU
COOTBETCTBUM  C  3aKOHOJ]aTelbCTBOM  POCCHMIHCKOHN | XpaHeHusi; MyHKTHI 9,
®Defepaliu 0 HApKOTUUECKUX CPeJCTBaxX M ICUXOTPONHbIX | 65 IlpaBun xpaHeHUs
BelljecTBax? JIeKapCTBEHHBIX

Cpe/iCTB;

nyHkT 32  [IpaBun
HaJjiexaltein
JIUCTPUOBIOTOPCKOM
TIPaKTHKU

75. | XpaHsiITCA M JIeKapCTBeHHbIe TIperapaTtbl, cofepkaue | myHKT 33 IIpaBun
CU/IbHO/IeCTBYIOIIIYE U SIIOBUThIE Bell|eCTBa, HAXOAAIMXCS | Hazslexkallel pakTHKU
MoJ, KOHTPOJeM B COOTBETCTBUM MeX[YHApOJHBIMU | XpaHeHusl; IMyHKTbl 9,
MPaBOBLIMM HODMaMH, B TIOMeIleHHsX, 00OpyZoBaHHBIX | 67 IlpaBu/m XpaHeHHs
WH)KEHEePHbIMM M TeXHWYeCKUMH CpeJCTBaM{ OXpaHbl, | JIeKapCTBEHHBIX
aHaJIOTUYHBIMA ~ TIPeIyCMOTPEHHbIM  JiII ~ XpaHEeHWs | CPeACTB; TMYHKT 32
HApKOTHUECKUX Y TICUXOTPOITHBIX JIeKapCTBeHHbIX cpefcTB? | IlpaBun  Hapsexkareit

JUCTPUOBIOTOPCKOM
TIPaKTHKU

76. XpaHATCS /U JieKapCTBeHHble TMpernaparthl, cojepkamive | nyHKT 34  IlpaBun
HapKOTHUeCKWe CpefcTBa U TIICUXOTPOIHbIe BelllecTBa, | Hajslexkallell pakTHUKU
COBMECTHO e JIeKapCTBEHHBIMHU Triperiapatamy, | XpaHeHwus;
CofiepKallUMK  CHJ/IBHOZIEMCTBYIOIe  WIM  siloBUThle | MyHKT 68  IlpaBun
BeIl[eCTBa, Ha pa3HbIX IMOJKax ceiida (MeTa/uTHueckoro | XpaHeHHs
mKada) WM B pasHbIX celidax (MeTa/uTMyecKux IKadax), | JieKapCTBEHHBIX
OreyaThblBaeMbIX WM IUIOMOMpDYeMBbIX B KOHLle pabouero | cpeicTs
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JIHS?

77. XpaHATCS 4 CUAJBHOMAENCTBYyIOIMe ¥ siioBUThle | myHKT 69  IlpaBun
JIEKapCTBEHHblEe  CpEeJICTBA, He  HaxXOoJdAIyecss  IOJ | XpaHeHUus
MeKAyHapOJHBIM KOHTPOJIEM, B MeTa/UTMUecKHUX IKadax, | JieKapCTBEHHBIX
OTevaThIBAEMBIX WM TJIOMOMpPYeMBIX B KOHLe pabouero | cpeicTts
JHA?

78. WNmeercs 1M oxpaHHass — cucTeMa,  Mo3Bosisgwowiast | nyHKT 35  IlpaBun
npeJjoTBpalllaTh HelpaBOMepHOe NPOHUKHOBEeHHe B JIH0Oble | Hazsexallel MpakTHKH
roMelieHust  (30HBI)  [IT  XpaHeHHWs JIeKapCTBEHHBIX | XpaHeHUs;
rperapaTos? nyskt 34  IlpaBun

HaJjjiexalei
IUCTPUOBIOTOPCKOM
MIPaKTUKU

79. VmeeTcs crcreMa KOHAULIMOHMPOBaHUS B NIOMeLLeHUsX i | NyHKTel 21, 36, 37
XpaHeHUs JIeKapCTBeHHbIX CpeJCTB C pasMellleHneM U | IlpaBun  Hajjexxareit
o0CTy)XKMBaHWEM  COIJIACHO  JOKYMEHTalldM 10  ero | NMPaKTHKYU XpaHeHWUs;
WICIT0JIb30BaHMIO (IKCIUTyaTaLin)? nysktr 4  IlpaBun

XpaHeHUst
JIeKapCTBEHHBIX
Cpe/iCTB;

nyHKTe! 26, 33 [IpaBun
Hajjiexailled anTeyHou
NpakTUKY; NOyHKT 40
IlpaBun Hagsexarei
JIUCTPUOBIOTOPCKOM
TIPAaKTHKHU

80. Nmeetcss nmu XxosopuiabHOe obopyjoBaHue (C ykasaHueM | myHKTel 21, 36, 37
HalMeHOBaHUS, MapKH, VHBEHTapHOI 0 HoMepa, | [IpaBun Hagsexarein
TeMIIepaTypHOTO pekKUMa, eMKOCTH) C pasMellleHMeM WU | TIPaKTUKKM  XpaHeHus;
00C/Ty)XMBaHWEM  COIJIACHO  JIOKyMEHTaluM 10 ero | nyHKT 4  IlpaBun
WICITI0/Ib30BaHMIO (3KCITyaTaLn)? XpaHeHUst

JIeKapCTBEHHBIX
CpefiCTB;

MyHKTHI 26, 33 IlpaBun
Hajyiexaillel anTeuyHou
MpaKTUKY; MNyHKT 40
IMpaBun Hazexarleit
JUCTPUOBIOTOPCKOM
TIPAaKTHKU

81. WNmeercsi nu oxpaHHasg M TO)KapHas CUrHaausaugusi C | oyHktel 21, 36, 37
pa3MelieHreM U 0OCTy)KMBaHHUEM COTJIAaCHO ZOKyMeHTarwu | [TpaBun  Hajjexxaied
T10 €r0 MCII0J/Ib30BaHMIO (3KCILTyaTalun)? MPaKTUKU  XpaHEeHWUs;

nyHKT 40  IlpaBun
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HaJ|ieKarei
JIUCTPUOBIOTOPCKOM
TIPaKTUKH

82.

VmeeTcst v crcTemMa KOHTPOJISL OCTYTIA C Pa3MeleHneM U
o0c/my)kMBaHWEM  COTJIaCHO — /IOKYMEHTallid 10 ero
WCII0/1b30BaHuI0 (3KCITyaTaluu)?

nyHkTel 21, 27, 36, 37
IMpaBun Hapexalei
TIPAaKTHKU XPaHeHHs;
NyHKTE! 32, 34 [IpaBun
Hajiexariei
JUCTPUOBIOTOPCKOM
TIPAKTUKH

83.

Onpegeneno su npaso goctyna COIT?

nyHKTHI 27, 37 IlpaBun
Hajyiexxalrleld MpakTUKU
XpaHeHUs];

nyskt 32 IlpaBun
HajjiexKailed anTeuyHou
MIPaKTUKH;

nyHkT 32  IlpaBun
HazieXxareit
IUCTPUOBIOTOPCKOM
TIPaKTUKHU

84.

VmMeeTcss MM BEHTWISILIMOHHAs CHUCTeMA C pa3MelleHHneM U
o0C/y)kKMBaHMEM ~ COTJIaCHO — /IOKYMEHTallid 10 ero
WCTIOTb30BaHUIO (KCTITyaTarym)?

nysktel 21, 36, 37
IMpaBun Hazexarlei
MPaKTUKU  XpaHeHUs;
nyHkt 4 [lpaBun
XpaHeHUst
JIeKapCTBEHHBIX
Cpe/iCTB;

NyHKT 26, 33 IlpaBun
Hajjiexailled anTevyHou
MpaKTUKY; MNyHKT 40
IlpaBun Hagyexarei
JUCTPUOBIOTOPCKOM
TIPAaKTHKHA

85.

Vmeercs nu cucteMa yBA&KHEHWS U (WIM) OCYLLEHUS
BO3/lyXa C pa3MelleHHeM M OOCTy>KHBaHHWEM COTJIaCHO
JIOKyMeHTallMu TI0 ero UCT0/b30BaHuI0 (3KCIlyaTaluyun)?

OyHKT 44
Ha/ieXxalei
IUCTPUOBIOTOPCKOM
MPaKTUKH

ITpaBun

86.

VmeeTcst 1 TePMOTUTPOMETPBI (TICUXPOMETpBI) WX HHOe

obopyoBaHHe, WCII0/Ib3yeMoe IU1st perucrpanyu
TeMIiepaTypbl M  BJ@KHOCTH, C pasMelleHHMeM U
o0cmy)kBaHWEM ~ COTJIaCHO — JIOKYMEHTallid 0 ero

UCIIO/Ib30BAHUIO (IKCILTyaTalum)?

nyHktel 21, 36, 37
IlpaBun Hagyexarmen

MPaKTUKU  XPaHEeHWs;
MYHKT 7 IIpaBun
XpaHeHUst

JIEKAPCTBEHHbIX
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cpenctB; nOyHKT 40
IlpaBun Hagsexarei

JIUCTPUOBIOTOPCKOM
TIPAaKTHKHN
87. | Pa3memieHbl /M1 u3MepHUTe/lbHBlE YacTW TpuOOpoB Ans | myHKT 7 IlpaBun
pervcTpanyy napaMeTpoB BO3JjyxXa Ha PacCTOSTHUU He MeHee | XpaHeHUs
3 M orT fBepell, OKOH U OTONUTENbHbIX NPUOOPOB U Ha | JieKapCTBEHHBIX
BbicOoTe 1,5 - 1,7 M oT nosia? Cpe/iCTB
88. | Ilpomo /mm obopyznoBaHWe, OTHOCsIIeecss K cpeicTBaM | MyHKT 38  IlpaBun
W3MepeHHI: TIepBUYHYIO TMOBepKYy W (M/IM) Ka/MOpOBKY /10 | Hazsexallel MpakTHKH
BBO/Ia B 3KCILTyaTalLllo? XpaHeHUs;
MYHKT 7 ITpaBun
XpaHeHUst
JIeKapCTBeHHBIX
Cpe/iCTB;
nyHkT 33  [IpaBun
HajjieXxalreil anTeyHomn
TPaKTHKHY;
nyHkr 41  Ilpasun
HaJjjiexxalein
JUCTPUOBIOTOPCKOM
TIPaKTHKU
89. IMpouwio M obopy/OBaHWe, OTHOCsLleecss K cpenctBam | myHKT 38  IlpaBun
W3MepeHUI: TePBUYHYI0 TIOBEpKY U (WiM) KaauOpOBKY | Hazsiexkallel MpakTHKU
Tocjie peMOHTa? XpaHeHUs;
MYHKT 7 [IpaBun
XpaHeHUst
JIeKapCTBEHHBIX
Cpe/iCTB;
nyskT 33  [lpaBun
Ha/|jieskalre anTeuHoin
MIPaKTUKH;
nyHkr 41  Ilpasun
HazieXxarmei
IUCTPUOBIOTOPCKOM
TIPAKTHKH
90. IMpouwto 1 obopysoBaHWe, OTHOCsIleecss K cpefactBaMm | myHKT 38  IlpaBun

M3MepeHHU: NeprorUecKyto MoBepKy U (W11) KalruOpoBKY
B TIpoLiecce 3KCITyaTaluun?

Ha/y/1exxalliell IpakTUKu
XpaHeHwus;

nyHktr 7  IlpaBun
XpaHeHUst
JIeKapCTBEHHBIX
CpeJiCTB;
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nyHkT 33  IlpaBun
Hajjiexailedd anTeuyHou
NpakTUKK; MyHKT 41
IlpaBun Hagyexarmein
IUCTPUOBIOTOPCKOM
TIPAKTHKH
91. | OcyiecTBsieTcsi 1M PEMOHT, TeEXHHUECKOe 00CIyxuBaHue, | myHKT 39  IlpaBun
noBepka ¥ (wim) KaaubpoBKa —oOopyZoBaHMs B | Hajjexallel NMpakTHKH
COOTBETCTBUH C YTBEP)K/jaeMbIM TIJIaHOM-TpadrKoM? XpaHeHMsl; MyHKT 41
IlpaBun Hagyexarei
IUCTPUOBIOTOPCKOM
TIPAaKTHKHA
92. OOecrieyeHbl /1M Ha BpeMsl pPEMOHTa, TexHUYeckoro | myHKT 40  IlpaBun
oOcimykvBaHWsl,  TIOBePKM W (WM)  KanuOpOBKHU | HazieXkalel MpaKTHKU
000pyJi0BaHUsL ¥ CpPefCTB HM3MepeHUsi TpeOyeMble YCJIOBHS | XpaHeHMs; IyHKT 43
XpaHeHUs JieKapCTBeHHbIX TperiapaToB? IMpaBun Hazexarlei
JIUCTPUOBIOTOPCKOM
TIPAaKTHKU
93. JJOKYMEeHTHUPYIOTC U apXWUBUDPYIOTCS JM JOKyMeHTHI, | myHKT 40  IlpaBun
CBSI3aHHbIE C PEMOHTOM, TEXHHUYECKUM OOCTY)XUBAHUEM, | Hazjexalleld MpakTHKH
TIOBEPKOU ¥ (WM) KasmOpoBKoW 0OOpYZOBaHUS W CPEACTB | XpaHeHus;
n3MepeHusi? nyskT 44 IlpaBun
Ha/|ieskarmei
JCTPUOBIOTOPCKOM
TIPAaKTHKHA
94, | Ucnome3yrorcas M A ONEpaTMBHOTO — BbIABIeHUMs | MyHKT 42  IlpaBun
OTK/IOHeHWH OT TpeOyeMBIX YCJIOBUM XpaHeHHs CHUCTeMbI | Hajsexared
CUTHaIW3aLuu? IUCTPUOBIOTOPCKOM
TIPaKTUKU
95. | TecTuUpyrOTCS /M CUCTeMBbI CUTHa/IM3aLMu A1st obecriedenust | myHKT 42 IlpaBun
YX HaJyieXkarero (GyHKI[MIOHUPOBAHKS? Hazexaren
JUCTPUOBIOTOPCKOM
TIPAKTHKH
96. BamuauposaHo 20151 Bepu¢HUIMpPOBaHO | MyHKT 45  IlpaBun
KOMITbIOTePU3POBaHHbIE CUCTEMBI? Ha/1exxaltei
JUCTPUOBIOTOPCKOM
TIPaKTHKU
97. WNmeercsi 1M OMCbMEHHOE — JeTajbHOe — onucaHue | nyHKT 46  IlpaBun
KOMIBIOTEPU3UPOBAHHOM  CUCTeMBbl B aKTya/bHOM | Hajjexaren
COCTOSTHUU? JIUCTPUOBIOTOPCKOM
TIPaKTHKU
98. | PeructpupyeT /M KOMIbIOTEpU3UPOBaHHasi cucrema Bce | myHKT 47  IlpaBun
VM3MeHeHUsi B CHCTeMe C yKasaHMeM IIofb30BaTesis, | Hajsjexaiiei
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COBepIIIaIOIIero 3TH U3MeHeHHs? JUCTPUOBIOTOPCKOM
TIpaKTUKU
99. Ha3HaueHb! /11 OTBeTCTBEHHBbIE PAOOTHUKH 3a BBOJ JIaHHBIX | MyHKT 47  TIpaBun
B KOMITBIOTEPU3UPOBAHHYIO CUCTEMY W/IA UX U3MEHeHue? HaJyieXxalein
JUCTPUOBIOTOPCKOM
TIPaKTHKU
100. | IIpegycmoTpensl m ¢Gu3dyecKrue WM SJeKTPOHHbIe | MyHKT 48  IlpaBun
cpeAcTBa AJIs1 3allUThl [JI@HHBIX OT C/Ay4yallHOro WM | Hajjexarel
HEIIpaBOMEpHOTr'0 BHECEHHUsT U3MEeHEeHUH? JIUCTPUOBIOTOPCKOM
TIPAaKTHKU
101. | PerynspHo s mipoBepsieTcsl [OCTYIHOCTb COXpaHeHHbIX | MyHKT 48  IlpaBun
JlaHHBIX? HaJjjiexalei
JUCTPUOBIOTOPCKOM
MIPaKTUKU
102. | Co3paroTcsi U XpaHATCA pe3epBHblE KOMWM COXpaHeHHBIX | MyHKT 48  [IpaBun
JIaHHBIX ? HaJ|iesKarei
IUCTPUOBIOTOPCKOM
TIPAaKTHKHN
103. | IIpegycMoTpeHs! /11 MpOLieAyphl, ONpejestoliie NopsafoK | myHKT 49  IlpaBun
JelcTBUM B cTyuae cOoeB B paboTe CHCTEMBI UM BBIXO/IA ee | HaJyleKarei
13 CTPOS], @ TaK’Ke Mephbl II0 BOCCTAHOBJ/IEHUIO laHHBIX ? JIMCTPUOBIOTOPCKOM
TIpaKTUKU
104. | KBamidunypoBaHo v (vWnv) BanuAupoBaHO JiM KimoueBoe | myHKT 50  IlpaBun
000py/J0BaHVe ¥ TIPOLIeCCHI 10 Hadasia SKCITyaTalyn? Hazexaren
IUCTPUOBIOTOPCKOM
TIPAKTHKH
105. | KBamudurimpoBaHo u (WnM) BalWAMpPOBaHO /M KmoueBoe | myHKT 50  IIpaBun
000pyJi0BaHUe U IPOLecChl Mocjie JIF0O0ro 3HAUMTeNbHOIO | Hazylexarnei
W3MeHeHUs1 (HarlpuMep, TMOC/ie peMOHTA W/IM TeXHUYeCKOro | AWCTPUOBIOTOPCKON
00cTy)KrBaHust)? TIPAKTUKU
106. | VIMeloTcs /i OTUeThl, B KOTOPbIX 0000IIeHbI TosydeHHble | myHKT 50  IlpaBun
pe3ysbTaThl, a TaKXKe JaHbl OOBSCHEHWs BBISBIEHHBIM | HaJjiexarie
OTK/IOHEHUSIM? JUCTPUOBIOTOPCKOM
TIPaKTHKU
107. | OdopmisitoTcss M AOKYMEHTaJbHO  OTKJIOHeHWss oT | myHKr 50  IlpaBun
yCTaHOBJ/IEHHBIX IpoLleAyp? Hazexartei
JIUCTPUOBIOTOPCKOM
TIPAaKTHKHU
108. | PaspabareiBatoTcsi /M Mephl, HampaBieHHble Ha uXx | nmyHKT 50  IlpaBun
yCTpaHeHue, a TakXe Ha IpefoTBpallleHre UX TOSIB/IeHUs B | Hajjexaijei
OynymeM (KOppeKTHpyHOIe U TIpeAyrpexziarolie | JUCTPUObIOTOPCKOM
JlefcTBUs)? TIPaKTUKHU
109. | Ocyl1ecTBastOTCS A BCe JIeMcTBUS cyObekTa obpaijenus | myHkr 44  TlpaBun
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JIEKAPCTBEHHBIX IPErapaToB [0 XPAaHEHHIO JIeKAPCTBEHHBIX
MperapaToB TakuM 00pa3oM, uToObl WJIEHTHMYHOCTb U
KauecTBeHHbIe XapaKTepPUCTUKH JIEKapCTBEHHBIX
TPerapaToB He GbUTM yTpaueHbl U COOJIOAATUCE YCIOBHS UX
XpaHEeHHs], yKa3aHHble B MHCTPYKLUUU TO MEIOULMHCKOMY
MPUMEHEHHIO Y Ha YIAaKOBKe JIEKapCTBEHHOTO Tpenapara?

HazieXxalreil pakTUKU
XpaHeHust

110. | OcyuiecTBasitOTCS U BCe feicTBUS cyObekra obpaienusi | myHkTr 44  TlpaBun
JIeKapCTBEHHBIX IperapaToB 110 XpaHEeHUIO JIeKapCTBeHHbIX | Hajylekalljell IPaKTHKU
MperapaToB TakuM 00pa3oM, uToObI COOMIOAAMUCEH YCIIOBUS | XpaHEeHUs!

WX XpaHeHUs, YKa3aHHble B MHCTPYKLUU 110 MeJULIMHCKOMY
TIPUMEHEHHIO U Ha YIaKOBKe JIeKApCTBEHHOr 0 IpernapaTa?

111. | IlpyHumaroTca M Mepel  AJid  MUHUMMH3ALUMM  pucKa | myHKT 45  [lpaBun
TIPOHUKHOBEeHHUs1 (anbCU(ULIMPOBAHHBIX, KOHTpa(aKTHbIX, | Hajslekalljell IPaKTHUKU
He/[00pOKaueCTBeHHBIX — JIEKapCTBEHHBIX —TIPerapaToB B | XpaHeHUs
obpariieHue?

112. | OcywectsisieTcs 17| TpoBepKa CcooTBeTCTBUSA | MyHKT 46  IlpaBun
MIPUHUMAaeMbIX JIeKapCTBEeHHBIX TIpernaparoB | HajyleXxallleld MpakTUKU
TOBapOCOIIPOBOJUTEIBEHOMN JIOKyMeHTaLn 1o | XpaHeHus!
aCCOPTUMEHTY, KOJMYECTBY W KauecTBy, COOJIIO/IEHHUIO
criellManbHbIX YCIOBUM XpaHeHMs (TIpM HaIUUMM TakKoro
TpeboBaHHMSI B~ HOPMaTMBHOM  [OKyMeHTallud  Ha
JIeKapCTBEHHBbIM  @Iperapar), a  Takke  HaIU4MIo
TIOBPEXKJeHUM TPAaHCIIOPTHOMN Taphbl?

113. | ImeroTcss /M LEHHUKA C yKa3aHWeM HauMeHOBaHus, | NyHKT 35  [IpaBun
JIO3UPOBKY, KO/JIWYeCcTBa [03 B YNAaKOBKe, CTpaHbl | HajjeXalled anTeuyHou
TIPOX3BOJIUTES, CPOKA FOAHOCTH (TIPH HaJIMUHH)? MPaKTUKU

114. | PasmewaroTcs 11 JieKapCTBEHHbIE rpenapartel, | NIyHKT 36  [IpaBun
OTIyCKaeMble Oe3 pellenTa, Ha BUTPMHAX C YUETOM YCJIOBUH | HajieXkallel arTeuyHou
XpaHeHUs, TIpeZlyCMOTPEHHbIX VHCTpYKLWeH MO0 | TIPaKTHUKU
Me/JMLIMHCKOMY TPUMeHEeHUIO, U (U/M) Ha YIIaKOBKe?

115. | Cobmopaercs ym TpeboBaHuMe 00 OTCYTCTBHM pocTyna | myHKT 36  IlpaBun
TIOKyTIaTe/iel K JIeKapCTBeHHBIM TIperiapaTaM, OTITyCKaeMbIM | HajjieXXalrleld arTeuHoMn
10 peLenty? TIPaKTUKU

116. | Pasmewmarorcs m JIeKapCTBeHHbIEe npenaparel, | nyHkT 36  [IpaBun
OTIIyCKaeMble [0 pelLleNTy Ha JleKapCTBeHHBIN Ipernapar, | Hajjeskallell arnTeuyHou
OT/Zle/IbHO OT Oe3peLienTypHBIX JIeKapCTBEHHBIX IPerapaToB | MPaKTHKU
B 3aKpBITHIX MIKadaX C OTMETKON 'Mo peLenTy Ha
JIeKapCTBeHHbIM TiperapaT’’, HaHeCeHHOW Ha TOJKY WIH
mkad?

117. | Pa3sMelljeHb! M JleKapCTBeHHbIe TNpenapaThl B MOMellleHUsX | MyHKT 47  IlpaBun

U (WK) 30Hax JJ1si XpaHeHUs! JIeKapCTBeHHBIX TPernapaToB C
yueToM TpeOOBaHMI, HOPMAaTUBHOW  JOKyMEHTAIWH,
COCTaBJIsAIONIeH perncTpaloHHOe TOChe Ha JIeKapCTBeHHBIM

Ha/|/1eXxalliell IpakTUKu
XpaHeHHUs; IYHKTbl 32
— 34, 40, 42 TlpaBun
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nperiapar, MHCTPYKLMU IO MeJUIMHCKOMY IPHUMEHEeHHIO, | XpaHeHUs!
vHpOpMaLIMY, cofepKalllelicsi Ha TepBUYHONM U (WIK) | JleKapCTBEHHBIX
BTOPDMYHOM  YINakOBKe  JIeKapCTBEHHOrO0  IIperapara, | CpejCTB
TPaHCIIOPTHOM Tape?

118. | PasmellieHbl /1 JieKapCTBEHHbIE MperapaThbl nyHkr 49  IlpaBun
B COOTBETCTBUM C  TpeOOBaHWSMHM  HODMAaTHUBHOM | HajJieXkallel MpaKTHKU
JOKYMeHTalud W (W) TpeOOBaHMSIMH, YKa3aHHBIMM Ha | XpaHeHHs; IyHKT 8
yT1aKOBKe JIeKapCTBEHHOTO Iperapara, C yueToM: IMpaBun XpaHeHUs
(pM3MKO-XMMHUYECKMX CBOMCTB JIeKapCTBEHHBIX IperapaToB; | JieKapCTBEHHBIX
(hapMaKoI0ruuecKux TpyII; criocoba BBeJIeHUsI | CPeZCTB
JIEKapCTBEHHBIX IIperapaToB; arperaTHOro COCTOSHUS
(hapmareBTUUeCKUX CyOCTaHLIMIA?

119. | Pasmemiensl M JleKapCTBeHHble — Iperniaparbl s | NyHKT 41 [lpaBun
MeIUL[UHCKOT 0 TIPUMEeHEeHUs BO BTOPUYHOW | XpaHeHUs
(moTpebuTeNbCKOM) YIAKOBKE 3TUKETKON (MapKMPOBKOMW) | JIeKAPCTBEHHBIX
Hapy)ky Tpyd XpaHeHWM B IlKadax, Ha CTe/jlaKax WM | CPeACTB
MoJIKax?

120. | Pasmeniensbl M JjileKapcTBeHHbIe TIperapaThbl Ha cTe/iakax | MyHKT 48  [IpaBun
(B mKacdax) WM Ha MO/ TOBapHUKAX (TIO/Z0HAX)? Ha/ijiekalllell pakTUKY

XpaHeHUs;

nyHkt 22 IlpaBun
XpaHeHUst
JIeKapCTBEHHBIX
Cpe/iCTB

121. | YcraHoBneHsI 1 CcTe/ulaKu (mKadel) B rmoMemeHusx Ajisi | myHkr 10 TlpaBun
XpaHeHUs]  JIeKapCTBEHHBIX  CPEeJCTB  JIO/DKHBI  OBbITh | XpaHeHWs
yCTaHOBJ/IEHBI TAKUM 00pa3oM, 4T0OBI 00eCcreunTs JOCTYM K | JIeKapCTBEHHBIX
JIEKapCTBEHHBIM CPeZACTBaM, CBOOOHBINM MPOXO0/ MepcoHana | CpeicTB
U, TIpY He0OXOAUMOCTH, ITOTPY30UHBIX YCTPOMCTB?

122. | Cobmogaercs nu TpeboBaHuWe o 3arpeTe pasMeleHusi | myHKT 48  TIpaBun
JIeKapCTBeHHBIX TPerapaToB Ha Moy 0e3 mojoHa? Ha/ie)xanieil mpakTHKA

XpaHeHUsl; MYHKT 22
IIpaBun XpaHeHHUst
JIeKapCTBEHHBIX
Cpe/iCTB;

nyskt 80  IlpaBun
Hajjiearei
JUCTPUOBIOTOPCKOM
TIPAaKTHKHU

123. | Cobmofaetcss nu TpeboBaHue o 3arpete pasMeneHusi | myHkT 48  TlpaBun
MOJJIOHOB C JIeKapCTBEHHBIMU IIperiapaTaMu B HECKOJIbKO | Hazulexxalllel MpakTUKU
PSIIOB IO BBICOTE €3 UCIOMb30BaHUS CTETaXeH? XpaHeHWusl; IIyHKT 22

[MpaBun XpaHeHUsl
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JIeKapCTBeHHBIX
CpeJCTB
124. | He npesbllliaeT /i1 [IpY UCII0/Ib30BAHUY MEXaHU3UPOBAHHBIX | MyHKT 23  [lpaBun
YCTPOWCTB [l TPOBeZleHUs] Ppasrpy304YHO-TNIOTPY30YHBIX | XpaHeHUs
paboT o0b11jast BEICOTA pa3MellleHHs IeKapCTBEHHBIX CPeZCTB | JIeKapCTBEHHBIX
Ha  CTe/Ula)kaX  BO3MOXKHOCTM  MeXaHW3UPOBaHHBIX | CpPeJCTB
MOrPy30YHO-Pa3rpy304HbIX CpeJCTB (Mo beMHUKH,
aBTOKaphl, Taiun)?
125. | He mpeBbilllaeT /M TpU pyuyHOM criocobe pasrpy3ouHo- | myHkT 23 TlpaBun
MOTPY30YHBIX pabOT BBICOTA YK/IAJKH JIeKAPCTBEHHBIX | XpaHeHHs
cpegcTs 1,5 m? JIeKapCTBEHHbIX
CpejCTB
126. | [IpoBoguTCs MY MPHUEMOYHBIM KOHTPOJIb? nyHktel 44 — 49
IMpaBun Hazexarleit
anTeyHo! MPaKTUKU
127. | IlpoBoauTcs v npeAnpojakHas MoAroTOBKa? nyHkT 50  IlpaBun
HaJjjiekalled anTeuHomn
TIPaKTUKU
128. | IlepemelaroTcst 1 JieKapCTBEHHbIE npenapatsbl, | nyHKT 50  [IpaBun
Tpebyrolie CrelManbHBIX YCJIOBUM XpaHEHWSI W Mep | Hajyiexkalel MpaKTHKU
OesomacHOCTH, B (Jiydae OTCYTCTBHSL BO3MOKHOCTH | XpaHeHWs;
cob/moZieHnst YCI0BU XpaHeHWsl B TIpolLlecce NMPHeMKH, B | MyHKT 44  IlpaBun
COOTBETCTBYIOL[ee OMeLleHre WK 30Hy XpaHeHus1? Ha/ijiexalreil anTeqyHou
TIPaKTUKH
129. | VimetoTcs 1 TIOMeLIieHUs WK CIie[anbHO 000pyZoBaHHbIe | MyHKT 52 IlpaBun
MecTa (30HBI) [ XpaHeHWs JeKapCTBEHHBIX CpeJCTB, | HazJlexxallleld MpakTUKU
TpeOYIOIMX 3aIUThI OT JeHCTBYs CBeTa? XpaHeHUs; TYHKT 24
ITpaBun XpaHeHust
JIeKapCTBeHHBIX
CpejCTB
130. | CooTBeTcTByeT /4 XpaHeHHWe JIeKAPCTBEHHBIX CpPeJCTB, | MyHKTBI 25 - 26
TPeOYIOIUX 3aIlUThI OT AeHCTBHs CBeTa? ITpaBun XpaHeHHUs
JIeKapCTBEHHBIX
CpejCTB
131. | CooTBeTCcTBYeT /M XpaHEHUe (hapmareBTUUECKUX | MyHKTBI 27 - 29
cyOcTaHLui, TpeOyIOIIMX 3alUThI OT BO3/|€MCTBHUS BIaru? ITpaBun XpaHeHuUst
JIeKapCTBeHHBIX
CpeJiCTB
132. | CoorBercTBYeT 1’ XpaHeHue tdapmaueBTHueckux | myHkTel 30 - 31
cyOcTaHLmMi, TpeOyIOIIMX 3alUThl OT y/eTyuuBaHus | | [IpaBus XpaHeHHUst
BBICBIXaHUA? JIeKapCTBeHHBIX
CpejCTB
133. | CootBeTcTBYET m XpaHeHue (hapmarieBTHUeckuX | MyHKTBI 35 IlpaBun
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cyOCcTaHLMM, TPeOYIOLMX 3allWThI OT BO3JEeWCTBUS Tra30B, | XpaHEeHHs
COZleprKalliuXCsl B OKpYy»Katolliei cpezie? JIeKapCTBeHHBIX
CpefiCTB

134. | CooTBeTCTByeT /M XpaHeHHe Iaxyyux M Kpacsamux | NyHKTel 36 - 38

JIeKapCTBEHHBIX CPe/ICTB? IIpaBun XpaHeHust
JIeKapCTBEHHBIX
CpejCTB

135. | CooTBeTcTByeT /M  XpaHeHHWe  Je3uH(puuupyromyx | nyHkT 39  IIpaBun

JIeKapCTBEHHBIX CPe/ICTB? XpaHeHUs
JIeKapCTBeHHBIX
CpefiCTB

136. | imeroTcsa /M moMelljeHUst AJIs1 XpaHEHWs JleKapCcTBeHHOro | myHKT 43  IlpaBun

PacTUTeIbHOIO ChIPbA? XpaHeHUst
JIeKapCTBeHHBIX
CpeJCTB

137. | CootrBeTcTBYeT Jm XpaHeHue JIeKapCTBEHHOrO | MyHKTl 44 - 48

PacTUTeJILHOI'O ChIPbs? ITpaBun XpaHeHus
JIeKapCTBEHHBIX
CpefiCTB

138. | CooTBeTCTByeT /1M XpaHeHHe OIHEeOIaCHBIX JIeKapCTBEHHBIX | MyHKTBl 51 - 58
cpecTB  (/lekapcTBeHHBle — cpefcTBa,  obsagaromye | ITpaBun XpaHeHUst
JIErKOBOCIJIAMEHSIFOILMMUCS] CBOMCTBAMHU) U JIeKapCTBeHHbIe | JleKapCTBEHHbIX
cpeJcTBa, 06/1a1aroLye JIErKOrOPFOUMMHY CBOMCTBaMMU? CpeJiCTB

139. | CootBeTcTBYET Jm XpaHeHHe B3PBIBOOMACHBIX | MyHKTBI 59 - 64
JIEKapCTBEHHBIX  CPeACTB  (JleKapCTBeHHble  CpeACTBa, | IlpaBun XpaHeHus
obsazaromiye B3pbIBUaTHIMU CBOMCTBAMU (HUTPOT/IMLIEPHH); | JIeKAPCTBEHHBIX
JIeKapCTBeHHble CpeZiCTBa, obmazaroiriye B3pHIBOONACHBIMU | CPEJCTB
CBOMCTBaMM (Kanus IiepMaHraHar, cepedbpa HUTpaT)?

140. | Opranu3oBaHa /W OTrpy3Ka JeKapCTBEHHBbIX IMpernaparoB | MyHKT 54  [IpaBun
TakuM 00pa3oM, 4YTOObI JIeKapCTBeHHble TIperapatbl C | HajJle)kallei MpakTHK{
MEHBIIUM CPOKOM TOJHOCTH OTIyCKaluCh B TIEPBYH) | XpaHEeHHUS;
ouepefb? nyskt 79  IlpaBun

Ha/ieXxalei
IUCTPUOBIOTOPCKOM
TMIPAKTUKU

141. | Begercs 1 y4eT jieKapCTBeHHBIX CPe/ICTB C OrpaHUYeHHbIM | MyHKT 11 TlpaBun
CPOKOM TOJHOCTH Ha OyMaKHOM HOCUTe/lle WM B | XpaHeHHs
3/IeKTPOHHOM BH/le C apxXyBarjuei? JIeKapCTBeHHBIX

CpefiCTB

142. | YcraHOB/IeH /M pyKoBoAuTeneM cyObekTa obpaiieHus | myHkT 11 Ilpaeun
JIEKapCTBEHHBIX  CPeJCTB  MOPALOK  BeJeHUs  ydyeTa | XpaHeHUs
YKa3aHHbIX JIeKapCTBeHHBIX CPeiCTB? JIeKapCTBeHHBIX

CpejcTB




26

143.

W3onupyroTcst M 1eKapCTBEHHblE CpeJCTBAa C MCTeKWWM | nyHKT 12 TlpaBun
CPOKOM TOAHOCTM B  CIe[MalbHO BblIe/IEHHOM U | XpaHeHus
0003HaueHHOM (KApaHTUHHOK) 30He? JieKapCTBeHHbIX
CpefiCTB

144.

W3omupyroTrcss /M crieldanbHO — IIPOMapKupoOBaHHble | MyHKT 55  IlpaBun
JleKapCTBeHHbIE TIperaparhl? Ha/ijiekalllell paKkTUKU
XpaHeHwUs;
nyHkKT 66  [IpaBun
Ha/iyiekaltleit arnreuyHon
MIPAKTUKU

4. By KOHTPOIBHOTO (HAaZ30PHOT0) MEPOTPUSITHS:

5. JlaTa 3ario/iHeHus MPOBEePOYHOT0 JIUCTa:

6. OOBeKT TOoCyZapCTBEHHOTO KOHTPO/sS (HazA30pa), B OTHOLIEHWM KOTOPOTrO TPOBOJAWUTCS KOHTPOJIbHOe (Ha30pHOe)
MEpOTIPUSITHE:

7. ®@amwius, UM U OTueCcTBO (MPU HA/JIWUMW) TpaXJaHWHA WM HWHAWBUAYAJbHOTO TIpeANpUHUMATe/Is, €ero
WJeHTU(PUKALIMOHHBI HOMep HajloromiaTeNbiliuka W (WIM) OCHOBHOW T'OCY/IapCTBEHHBIM DPEerucTpaliuoOHHBbIA HOMep
VHJVBUYA/JbHOTO TIpeJNpUHUMATeNs, aJpec perucTpauyvd TpaKJaHWHAa WIA WHAUBUAYAJBHOTO TMpeArpuHUMAaTess,
HavMeHOBaHWe IOpPUJMYECKOr0 JIMLA, €ro WAeHTU(PUKALMOHHBIM HOMep Hajioromn/iarenbliuka W (WIM) OCHOBHOM
rOCy/JapCTBeHHbIN PerruCTPaliMOHHBIA HOMep,  afipec IOPUANUECKOTo Jiuija (ero ¢puivdanos, MpeACcTaBUTeTbCTB, 060C001eHHbIX
CTPYKTYPHBIX TTOZApa3zeeHnt), IB/SIOMUXCS] KOHTPOJIUPYEeMbIMU JIULIAMU:

8. Mecto (MecTa) mMpoBeieHWs KOHTPOJBHOIO (HAZ30PHOr0) MEPONpPUSITUS C 3aroJIHeHWeM MPOBePOYHOro JIMCTa:

9. PexkBU3UTHI pemeHrsa KOHTPOJIBHOT'O (HE\,[[BOPHOI"O) OpraHa O IMpoBeAEHWN KOHTPOJIBHOT'O (Ha,Z[BOpHOFO) MEDPOIIpUATHA,
MoAIMMCAHHOT'O YIIOJTHOMOUYEHHBIM OOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOT'O (H&,E[BOPHOI"O) OpraHa:

10. YueTHbIli HOMep KOHTPOJILHOTO (Ha/[30pHOI'0) MEpPOIPHUSTHUS:

11. JomxHoCTb, aMWIvs WU WHULMAIbI JO/DKHOCTHOTO JIML]a KOHTPOJIbHOTO (HaJ30pHOr0) OpraHa, B [O/DKHOCTHBIE
00513aHHOCTU KOTOPOT'O B COOTBETCTBUHU C TOJIOKEHWEeM O BHjle KOHTPOJIS, AO/DKHOCTHBIM perjiaMeHTOM WIH JO/DKHOCTHOM
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I/IHCTPYKL[HEﬁ BXOAUT OCyIeCTBJ/IEHUE TTOJTHOMOYHM 10 BHUY KOHTPOJIA, B TOM 4HC/ie TIpOBeAeHHEe KOHTPOJIbBHBIX (Ha,[LBOpHLIX)
MepOHpHHTHﬁ, IMMpOBOJAIIETO0 KOHTPOJIbHOE (HaABOpHOE) MEPOTIpUATHE U 3dITOTHAKOIIETO HpOBequHLIﬁ JIUCT:

12. Tlogmucy [O/DKHOCTHBIX JIML] KOHTPOJBHOTO (HAZ30pPHOT0) OpraHa, y4acTBYIOIIMX B TPOBe/IeHWHA KOHTPOJIbHOTO
(HaZ30pHOT0) MEPONPUSTHUS:

(mo/mkHOCTH, haMUTMK ¥ MTHULIUATIBI)
13. IToamuce PYKOBOAUTE/IA TIPYIIIbl AO/DKHOCTHBIX JIMII KOHTPOJIBHOI'O (H(:l,U,BOpHOl"O) OpraHa, Yy4dYaCTBYIOLIUX B
IpoBeaeHNH KOHTPOJ/IbHOI'O (HH,Z[BOPHOFO) MepOIIpUATHUA.

(mO/DKHOCTD, (haMUIKST U MHULIHAAITBI)
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ITpunosxenve Ne 2

K TipuKa3sy PeiepanbHOM CTy>KObI

TI0 HaJ30py B cepe 37 paBoOXpaHeHust
oT Ne

dopma

QR-kop,

ITpoBepoOYHbII JINCT
(CIMCOK KOHTPOJIBHBIX BONPOCOB, 0TBETHI HA KOTOPbIe
CBH/IeTe/IbCTBYHOT 0 CO0/IIOIeHUH WJTH HeCO0/TI0/JeHUH KOHTPO/IMPYeMbIM
JIMIOM 00s13aTe/IbHBIX TPe00BaHMil), HCIO0/Ib3yeMbIid PeepabHON CTyK00H
10 Ha/130py B cepe 3[paBOOXpPaHEHUsI U €€ TEPPUTOPHAILHBIMHA
opraHamM# IpH OCyIeCTB/IeHUH (efiepabHOr0 rocyAapCTBeHHOT0 KOHTPOJIA (Haj30pa) 3a o0paleHneM JieKapCTBeHHBIX
CPeACTB /1A MeJMIIHHCKOT0 MPUMeHEeHHs
(mepeBo3Ka (TPaHCIIOPTHPOBKA) JIEKAPCTBEHHBIX CPEJACTB /IS MEUIIMHCKOTO0 MPUMEHEeHHs])

1. HaumeHOBaHMe BWjla KOHTPO/S (HaZi30pa), BKAOUEHHOTO B e[UHBIM peecTp BUOB (e/epasbHOIO TOCYAApCTBEHHOIO
KOHTpoJIsA (Hazi30pa): (emepasbHbIN rocyAapCTBEHHBIA KOHTPOIb (Hazi30p) B cdepe obOpailjeHus TIeKapCTBEHHBIX CPe/ICTB.

2. HauMeHOBaHHe KOHTPOJILHOTO (Ha/[30pPHOT0) OpraHa M peKBU3UThl HOPMAaTHMBHOI'O TPaBOBOTO akTa 00 yTBepKJeHUH
dhopMbI TTIPOBEPOYHOTO JIUCTA:

3. CHMcoK KOHTDOJIBHBIX BOIIPOCOB, OTPaKAIOIIUX COJepkKaHue o00si3aTeNbHbIX TpeOOBaHWM, OTBETHI Ha KOTOpbIE
CBUETENbCTBYIOT O COOJTIOIEHNH W Heco0JTi0/IleHUH KOHTPOJIMPYEMbIM JTMIIOM 00si3aTe/TbHbIX TPeOOBaHMIA:
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n/m

CIHCOK KOHTPOJIBHBIX BOITPOCOB, OTPa)KAFOIMX
cofiep>kaHye 00si3aTe/IbHbIX TPeOoBaHU

PekBu3UTHI
HOPMAaTHUBHBIX
MPaBOBBIX AKTOB, C
yKa3aHUeM UX
CTPYKTYPHBIX
€/IMHUIL], KOTOPBIMH
YCTaHOBJIEHBI
obs13aTeNIbHEIe
TpeboBaHus

OTBeThI Ha BONPOCHI, coieprkariyecst B Cricke KOHTPO/IBHBIX

BOIIPOCOB

opraHu3alusi ONTOBOM
TOPIOB/U JIeKapCTBEHHBIMU
CpeZCTBaMHU [ijis
MeJULIMHCKOTO TIPUMeHeHHUsT

O anreunas opranuzaius
Kak CTPYKTypHOE
rojipaszeneHvie

Me/TUIIMHCKOM OpraHu3aLuu

OCYIIIeCTB/ISTFOIL{IE
PO3HUYHYIO
JIEKapCTBEeHHBIMU
Triperapatamu Jist
MeJULIMHCKOTO

TIPYMEeHEeHUsI:

TOPTOBIIIO

D dafTeyHad OpraHvu3alud

O unpuBuayansHe
TipeJIIpUHUMAaTe b

[OQ obocobennbie
ToJjpaszeneHus
(ambynaropum,
¢enpaiepckue u
(enbamepcko-akyIepckue
MYHKTH, L|eHTPBI
(oTmenenus) ob1eit
BpauebHOM (cemeiiHOH)
TIPaKTUKH),

MeULUHCKHEe
OpraHu3aLyy U UX
060cobieHHbIe
ToZpa3jeneHus
(ambynaropuu,
¢enpaIIEpCKYE U
(henpIIEpCKO-
aKyILIepCKUe MyHKTHI,
LIeHTpH! (OTZeneHus)
o611jeit BpaueOHOM
(cemeiiHOlt) PaKTHKN),
PacIIo/IOKeHHEBIEe B
CeNbCKUX HaceleHHBIX
MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT anTeuHbIe
opraHu3aLyu

IIpumeuanue

Aa HeT HeTrmpyuMeHHNMO

Aa HeT HeTMpuMeHHNMO

Aa HeT HeIrmpuMeHHnMO

depepanbHbIii 3aK0H 0T 12 ampesisi 2010 r. Ne 61-®3 «O6 obpaitjeHuH JieKapCTBeHHbIX cpeacTB» (CobpaHue 3akoHOzaTe bcTBa Poccutickoii ®epeparun, 2010, Ne 16, ct. 1815; 2022, Ne 13, cT.
1953) (ganee - 61-®3); TlpaBuia Hajjiexkalllel MPaKTUKW XPaHEHUs] M TIepPeBO3KM JieKapCTBEHHBIX MpernaparoB Jjisi MeJULIMHCKOrO TpUMeHeHUs], YTBep)K/eHHble MpUKa30M MUHHCTepCTBa
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3npaBooxpaHenust Poccutickoit @epepariuu ot 31 aBrycra 2016 r. Ne 646H (3apeructprpoBad MUHUCTEPCTBOM rocTULMM Poccutickoit ®epepauu 9 ssuBapst 2017 r., peructpauronHbiii Ne 45112)
(manee - TlpaBuia Hapsiexkaiel NMPAaKTUKU XpaHeHus); Pemienue CoBeta EBpa3uiickoid 3KOHOMHUeCKOM Komuccuu oT 3 Hostopst 2016 1. Ne 80 «O06 yTtBepxkaeHun IIpaBun Hajjiexkarijeit
JVCTPUOBIOTOPCKOM TIPAKTHKK B paMKax EBpa3suiickoro 3KOHOMHUYECKOTo CO3a» (0GHLMaIbHBIN caiiT EBpa3suiickoro 3KOHOMUYeCKOro coro3a http://www.eaeunion.org/, 21 Hosibps 2016 r.)

(nanee — IMpaBusia Ha/IeXKallle JUCTPUOBLIOTOPCKOM MPAKTHUKH)

1. CoracyroTcs /v € 1ojy4aresieM OCTaTOUHble CDOKU nyHKT 56 IIpaBun
TOAHOCTY MOCTAB/ISIEMBIX JIeKapCTBEHHBIX HaflIeXxalein
TriperapaTos? TIPAKTUKU XpaHeHUsl

2. ®duKkcupyeTcst 1 Cy0beKToM obpartieHust nyHKT 58 IIpaBun
JIeKapCTBEHHBIX ITpenapaToB MH(OpMaLus o repeBo3Ke | HazJexariei
JIeKapCTBEHHBIX MpernapaToB? MIPAKTUKU XpaHEHUsI

3. OcymecTBsieTcst 11 MHGOPMHPOBaHKe OTIpaBuTensi M | TyHKT 61 IIpaBun
(M) nonyyvaress 1eKapCTBEHHBIX NperaparoB 0 HalIeXxaltein
BBIABJ/IEHHBIX B IIPOLiecce IepeBO3KU C/Iydasix NPAaKTUKU XpaHeHUs
HapylLIeHHs] TeMIlepaTypHOro pekuMa XpaHeHUs ?

4. Ocy1jecTBsieTcs 1M MHGOPMHPOBaHHUe OTIpaBUTeNsi U | TyHKT 61 IIpaBun
() Toyyaresisi IeKapCTBEHHBIX TIPerapaToB O HafiyieXxarei
BBISIB/IEHHBIX B ITPOLiecce MepeBO3KU CIydasix MPaKTHUKN XpaHeHUs!
HapylleHNs TOBPeXX/eHNs YITaKOBKHU?

5. [pepocTaBnsitoTCst M CyOBEKTOM 0OparrieHust nyHKT 61 IIpaBun
JIeKapCTBEHHBIX MperapaToB 10 3arpocy MoyyJyaTesis Ha/exxalei
JIeKapCTBEHHBIX TIPerapaToB CBeJleHust 0 COOMOeHNH | TPAKTHKU XpaHeHUs!
TeMIlepaTypHOIr'0 peKuma Ipy TepeBo3Ke
JIEKapCTBEHHBIX MpernapaToB?

6. HNcrnonb3yroTces /iu [ij1s epeBO3KU JIeKapCTBeHHBIX nyHKT 62 [IpaBun
TIperapaToB TPaHCIIOPTHbIE Cpe/iCTBa? Ha/exxalei

TIPaKTHUKU XpaHeHUst

7. OOGecreurBaroOT /i1 TPAHCTIOPTHBIE CPE/ICTBA U nyHKT 62 IIpaBun
000pyj0BaHue Ji/1s1 TepeBO3KH JIeKapCTBEHHbBIX Hazexaltei
TiperiapaToB KauecTBo, 3(peKTUBHOCTb U MPaKTUKW XpaHeHUs!
6e301acHOCTb JIeKapCTBEHHBIX MPenapaToB?

8. Vcrnonb3yeTcst /i TIpU TIEPEBO3KE TepMOJIaOUTbHBIX nyHKT 62 IIpaBun
JIeKapCTBEHHBIX MpernapaToB ClelUalu3vpoBaHHOe HalyIeXxalten
obopyoBaHue? TIPaKTUKU XpaHeHUst

9. O06ecreurBaeT /i CrielaaIn3upoBaHHOEe nyHKT 62 IIpaBun
obopyioBaHue ToAIep>KaHie TpedyeMbIxX HajIexarei
TeMIlepaTyPHBIX PeXXUMOB XpaHeHHUs J1eKapCTBeHHbIX MPAaKTUKU XpaHeHUs
ripernapaToB?

10. | Ilpu mepeBo3Ke JIeKapCTBEHHBIX NTpenapaToB NyHKT 63 IIpaBun
cobJroiaeTcst M yC/I0BUE OTCYTCTBUS IIPSIMOTO HaziIeXxalei
KOHTaKTa X/1a/{03/IeMEeHTOB C JIeKapCTBEHHBIMU TIPaKTHUKW XpaHeHUs!
TiperniapaTamMy B U30TePMUUECKUX KOHTelHepax?

11. | PykoBogutenem cybbekTa oOpalleHus JIeKapCTBeHHbIX | MyHKT 63 TpaBun
TIpernapaToB MPOBOAUTCS 1M MHCTPYKTaX O MOPSIIKe Ha/iexarei
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MoJArOTOBKU HBOTepMI/I‘—IeCKI/IX KOHTefIHEpOB K
TepeBO3Ke JIeKapCTBEHHBIX MPerapaToB (C yUeTom
Ce30HHBIX 0COOEHHOCTEH), a TAKXKE 0 BO3MOXKHOCTH
l'[OBTOpHOFO UCII0/Ib30BaAHUA X]'IB,D;OE)JIEMEHTOB?

MpaKTUKU XpaHeHHs!

12. | IIpomwio 1 06OpyZOBaHUe, OTHOCSINEECS K CPeICTBAaM | MyHKT 64 ITpaBus
W3MepeHUil: epBUUHYIO MOBepKY U (W) KaMOPOBKY | HaZuiexKariei
[i0 BBOJZIa B 3KCIITyaTaLlMI0, [IepPUOAUYECKYIO TIOBEePKY MPAaKTUKU XpaHeHUs
Y (u11) KanubpoBKYy B Mpoliecce SKCIUTyaTalun?

13. | JdocTaBnstoTcs /iU JleKapCTBeHHBIe Mpernaparsl 1o nyHKT 65 [IpaBun
aZipecy, yKazaHHOMY B TOBapOCOIPOBOJUTE/bHBIX Ha/exarteit
JOKyMeHTax? TIPaKTHUKU XpaHeHUst

14. | CobmroJaroTcs /M YC/IOBUSI XpaHEHUs JIEKADCTBEHHBIX | MYHKT 67 [TpaBun
TIperiapaToB B MIOMeLleHUsX Ha TPaH3UTHBIX CKIaflax? | Hajjiexkallei

TIPAKTUKU XpaHeHUst

15. | Ob6ecrneuriBaeTcsi i 6€30MaCHOCTE JIeKapCTBEHHBIX nyHKT 67 IIpaBun

TIperapaToB Ha TPAH3UTHBIX CKJIafax? Hazexartei
MIPaKTHUKH XpaHeHUst

16. | BiwusieT i1 TpaHCIIOPTHAs Tapa Ha KauecTBo, MyHKT 68 IIpaBun
3¢ heKTUBHOCTb U 6€30I1aCHOCT JIeKapCTBEHHBIX Ha/exxaltlei
TIperiapaToB NpY UX IlepeBO3Ke? TIPaKTHUKU XpaHeHUst

17. | ObecnieurBaeT /i TPAHCTIOPTHAs Tapa 3all[UTy OT nyHKT 68 IIpaBun
BO3ZelicTBUsI (PAKTOPOB BHEIITHel cpefibl? HajjiesKarrei

NIPAKTUKU XpaHeHUsI

18. | BeiOupaercs /i TpaHCIOpTHAsh Tapa, YMakoBKa C | MyHKT 69 ITpaBui
YUeTOM: YCTaHOBJIEHHBIX TPeOOBaHUSAX K YCJIOBUSIM | Hajjexariei
XpaHeHUsI M TepeBO3KHU JIeKapCTBEHHBIX IperaparoB, | MPaKTUKU XpaHeHUs
obbeme, HeobxoauMoM LISt pasMelleHHUs]

JIeKapCTBeHHBIX Tperaparos, KoJ1e0aHMsIX
TeMIlepaTypbl OKpYy)Karoilefl cpefpl, [JIUTETbHOCTH
MepeBO3KY, BK/IOUasi BO3MOXKHOE IPOMEXYTOYHOe
XpaHeHUe J1eKapCTBEeHHbIX MpernaparoB?
19. | Ha TpaHcropTHytO Tapy, KOTopasi He mpeJHa3HaueHa | MyHKT 71 [IpaBun

sl ToTpeOuTesieli M B KOTOPYIO  TOMELIEHBI
JIeKapCTBEHHBbIE Tiperaparsl HaHOCUTCA J
nH(pOpMaLs 0 HANMEeHOBaHWH, CePUH JIeKapCTBeHHBIX
TperiaparoB, JaTe BBIMYCKa, KOJIMYECTBE BTOPUUHBIX

(moTpebuTeTbCKUX) YTIaKOBOK JIeKapCTBEHHBIX
Mpernaparos, TIPOU3BOAUTEJIE JIeKapCTBEHHbBIX
MperapaToB €  yKa3aHWeM  HaWMEHOBaHUU U
MeCTOHaXO0X/|eHHS (agpec) TIPOU3BOAUTENS

JIeKapCTBEHHBIX ~IIperapaToB, a TakXe O CpOKe
TOHOCTH JIEKAPCTBEHHBIX MPEapaToB U 00 YCIOBHSX

HaiIeXKarei
MIPaKTUKU XpaHEeHHs!
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ux XpaHEHI/ISI u HEpEBOBKI/I , HEOGXO,L[I/IMLIQ
npeaynpeauTe/bHble HaAMMUCA U  MaHUITYJ/ISTOPHbIE
3HAKU?

20. | CobsrosaeTcs Ty 3ampeT Ha MOBTOPHOE nyHKT 63 IIpaBun
WICI10/Ib30BaHKe HeZ0CTaTOUHO OXJIaXKAeHHbIX Ha/exartei
XJ1a/l0371eMEeHTOB"? TIPaKTHUKU XpaHeHUst

21. | CobsroaeTcs v 3ampeT Ha UCTIO/Ib30BaHUe nyHKT 63 IIpaBun
TIOBPEXX/|EHHBIX XJIa/|03/1eMeHTOB? Hazexxaltei

TIPaKTUKU XpaHeH!sl

22. | IlnanupoBaHue TPaHCIOPTUPOBKU  OCYLIeCTBI/ISIeTCS | MyHKT 123

JI1 Ha OCHOBaHMH aHa/IN3a BO3MOXKHBIX PHUCKOB? [TpaBun Hagsexaren
IMCTPUOBIOTOPCKOH
MIPaKTHUKU

23. | Cobmopatorcst i TpeOyeMble YC/IOBUS XpaHeHUs | MyHKT 124
JIeKapCTBEHHBIX CPe/ICTB B TeueHHe Bcero BpeMeHu | ITpaBus Haznexanleit
TPaHCTIOPTUPOBKA B COOTBETCTBUH C YKa3aHHUSMH | AUCTPUOBIOTOPCKON
TIPOX3BO/UTES WK HHOPMalLVel Ha yrakoBKe? MIPaKTUKU

23. | CoobieHa su nHbopMaLs OTMPaBUTENI0 U | MyHKT 124
MoJIyyaTe/l0 B C/lyyae BO3HUKHOBeHUs1 HapyuleHus | [IpaBui Hagsexaren
TeMIIepaTypPHOTO peXKMMa WM TOPUYM JIeKapCTBEHHBIX | AUCTPUOBIOTOPCKON
CpeiCcTB B IIpoliecce  TPAHCIIOPTUPOBKM B | MPaKTHUKU
COOTBETCTBUM C pa3pabOTaHHOW M [JOKYMEHTaJbHO
odopMJIeHHOM TIpoliefiype, OIpefessiolieii MopsJoK
JeldcTBUil TIpM BO3HUKHOBEHWM OTK/JIOHEHHH W
pacciie/joBaHUH JIaHHBIX (pakTOB?

24. | CopeprkaTcs /1M B UUCTOTE U MOABEPrarOTCs OYUCTKe M | MyHKTBI 125, 126
y0opke 1o Mepe HeoOXOAHMMOCTH B COOTBeTCTBMU C | IIpaBui Hajsierxarieit
TpeOOBaHMSIMM CAHUTApPHBIX HOPM, YCTaHOBJIEHHBIX | AUCTPUOBIOTOPCKON
3aKOHO/|aTe/IbCTBOM rOCYyZapCTB-WIEeHOB | MPaKTHUKH
TPaHCTIIOPTHOE CPeACTBO U ero 00opyZoBaHUe,

WCTIO/b3yeMble [i/Is1 TPAHCTIOPTUPOBKYU JIeKapCTBEHHBIX
CpeJICTB, JO/DKHBI?
25. | PaspaboraHbl /i TMCbMEHHBIE TIPOLIeYPHI 110 MyHKTHI 125, 126

00CTYKMBaHHIO M SKCTUTyaTaL[id TPAHCTIOPTHBIX
cpencTB v 000pyA0BaHUS, UCTIONB3YEMBIX /IS
MICTPUOBIOLNY JIEKapCTBEHHBIX CPeJCTB, BKIFOUast
OUMCTKY ¥ Mepbl 6e30MacHOCTH?

IIpaBun Hagsexanen
JIMCTPUOBIOTOPCKOM
MPaKTUKU
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26.

Omnpegensiercss 1 HeOOXOAUMOCTb  KOHTPOJIS
TeMIlepaTypbl, OCHOBaHHasi Ha aHajJu3e pHUCKOB,
CBfI3aHHBIX C TPAHCIIOPTUPOBKOM JIeKapCTBEHHBIX
CpeJICTB 10 BEIOPaHHOMY MapIupyTy?

MyHKTBI 127

IIpaBun Hazexarei
JIUCTPUOBIOTOPCKOM
TIPaKTHKH

27.

IMpoxoquT /M TEpUOJMUECKOe  TeXHUUECKoe
obcy>xuBaHWe,  TOBEPKY W KaiubpoBKy B
COOTBETCTBMM C 3aKOHOJATeNbCTBOM TOCY/apCTB-
4JIeHOB 000pyJOBaHMe, HCIIO/Ib3yeMOoe Jisi KOHTPOJIS

MyHKT 127

[IpaBun Hagsexanen
JUCTPUOBIOTOPCKOM
MpakTUKU

TeMIepaTypbl B  MpOIlecCeé  TPAaHCIIOPTUPOBKH,
YCTAaHOB/IEHHOE HAa TPAHCIIOPTHOM CpPE/CTBE WM B
KOHTeliHepe?

28.

Pa3paboTaHbl ¥ TIPUHATHI J B ()OpMe MUCEMEHHOTO
JIOKyMeHTa MIpOLIeAAyPHl, obecreunBarorye
COXpaHeHMe KauecTBa JIeKapCTBEHHBIX CPeJCTB (eciu
WICTI0/TB3YIOTCS HecIelyanTu3upoBaHHbIe
TPaHCIOPTHBLIE cpeficTBa U 0bopyoBaHue)?

MyHKT 128

ITpaBun Hazyexarrei
IUCTPUOBIOTOPCKOM
MPaKTHUKK

4. By KOHTPOIBHOTO (HaZ30PHOT0) MEpOTIPUSITHS:

5. [Jata 3ariojiHeHus1 [IPOBEPOYHOrO JIUCTA:

6. OOBEeKT rocyJapCTBEHHOTO KOHTpOJsS (Haj3opa), B OTHOIIEHWA KOTOPOTO IIPOBOAUTCS KOHTPOJBHOEe (HaA30pHOe)
MepOIIpUsITHE:

7. ®@amwius, UM U OTUeCTBO (MPU HA/JIWUMW) TPaXJaHWHA WM HWHAWBUAYAJIBHOTO TIpeANpUHUMATEIs, €ro
WJeHTU(PUKALIMOHHBIM HOMED HaJoromjaTe/nbiliuka W (WIA) OCHOBHOM TOCY/IapCTBEHHBIM DPErucTpaliMOHHBIA HOMEpP
VH/JMBUIYa/JIbHOTO TpeANpUHUMATeNsl, aApeC perucTpalvd TpaXJAaHWHa WM WHAUBU/yaJlbHOTO TIpeArpUHUMATe/Is,
HavMeHOBaHWe IOPUAUYECKOTO JMla, €ero HW/eHTU(PUKAI[MOHHBIM HOMep HajlororyiaTenbluka W (WId) OCHOBHOU
roCyZlapCTBeHHbIM PervCTpaljMoHHbIli HOMep, ajJpec IOpUANYecKOoro Jyvila (ero Gpuananos, MpeAcTaBUTeNLCTB, 000CO0IeHHBIX
CTPYKTYPHBIX TOZipa3/ie/IeHui), SBASIOIMXCS KOHTPOIUPYEMbIMU JIULIAMU:

8. Mecro (mecTa) MpoBefeHHsT KOHTPOJILHOTO (HA/30PHOT0) MepOTpHUSATHS C 3arllo/iHeHHWeM IIPOBEPOYHOro JIUCTA:

9. PekBH3UTHI pellleHus1 KOHTPOJILHOTO (HaZA30pPHOr0) OpraHa O MPOBeJeHUM KOHTPOJBLHOTO (HaJ30PHOr0) MEepONpPUSITHS,
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MoAIMMCAHHOT'O YIIOJTHOMOUYEHHBIM OOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOT'O (H&,[[BOPHOI"O) OpraHa:

10. YueTHbIli HOMep KOHTPOJILHOTO (Ha/[30pHOI'0) MEPOIPHUSTHUS:

11. JomxHocTb, aMWIvs WU WHULMAIbI JO/DKHOCTHOTO JIML]a KOHTPOJIbHOTO (HaJ30pHOr0) OpraHa, B /[O0/DKHOCTHBIE
00513aHHOCTU KOTOPOT'O B COOTBETCTBUHU C TOJIOKEHWEeM O BHjle KOHTPOJIS, AO/DKHOCTHBIM perjiaMeHTOM WIH JO/DKHOCTHOM
WMHCTPYKLMEN BXOJUT OCYILeCTB/IEHWEe TMOJTHOMOYMH 0 BUJY KOHTPOJs, B TOM 4MCJ/ie MPOBeJeHre KOHTPOJIbHBIX (Ha/[30PHbBIX)
MEepOMPUSITHH, TIPOBOASIIETO KOHTPOIbHOE (HaZ30PHOE) MEPOIIPUATHE U 3all0/THSOIIEr0 TPOBEPOYHbIN JTUCT:

12. Tlogmucy [O/DKHOCTHBIX JIMI] KOHTPOJBLHOTO (HAZ30pPHOT0) OpraHa, y4acTBYIOIIMX B TIPOBe/IeHHH KOHTPOJIbHOTO
(HaZI30pHOT0) MEPOTIPUSITUS:

(momkHOCTH, PaMUIUK U UHULUAIBI)
13. HO,Z[HI/ICB PYKOBOAUTE/NA TPYIIIbl AO/DKHOCTHBIX JIMLI KOHTPOJIBHOI'O (HaABOpHOFO) OpraHa, Yy4aCTBYIOIIHMX B
IpoBegeHHNH KOHTPOJ/IbHOT' O (Ha,ZBOpHOFO) MepOIIpuAaTHA:

(IO/WKHOCTD, (haMUIUST M MTHULIAAITBI)
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ITpunosxenuve Ne 3

K TipuKa3sy PeiepanbHOM CTy>KObI

TI0 HaJ30py B cepe 37paBoOXpaHeHust
oT Ne

®opma

QR-kop,

ITpoBepoYHbIii JINCT
(CIMCOK KOHTPOJIBHBIX BONPOCOB, 0TBETHI HA KOTOPbIe
CBH/IETe/IbCTBYHOT 0 COO/TIOIeHUH WJTH HeCOo0/TI0/JeHHH KOHTPO/IMPYeMbIM
JIMIOM 00s13aTe/IbHBIX TPe00oBaHMUil), HCNO0/Ib3yeMblid DejepabHON CTy)K00H
10 Ha/;30py B cdepe 3[paBoOXpPaHEHUs U €€ TEPPUTOPHAILHBIMHA
OpraHaMu IpH OCYIIeCTB/IeHHH (pejepa/IbHOTr0 roCyAapCTBeHHOr0 KOHTPO/Is1 (HaA30pa)
B cepe oOpaieHus IeKapCTBeHHBIX CPeJCTB
(oTmycK, mepesaya, peasu3anusi, MPOAAKa JIeKAPCTBEHHBIX CPeACTB /I MeJUIHHCKOT0 MPUMeHEeHH)

1. HaumeHOBaHMe BUjla KOHTpPO/s (HaZi30pa), BKAOUEHHOTO B eJUHBIN peecTp BUOB (e/epasbHOIO TOCYAApCTBEHHOTO
KOHTpOJIsA (Hazi30pa): (emepasbHbIN roCyAapCTBEHHBIM KOHTPOIb (Hazi30p) B cdepe obOpailjeHHs IeKapCTBEHHBIX CPe/ICTB.

2. HaumeHOBaHHe KOHTPOJILHOTO (HA/[30PHOT0) OpraHa M peKBU3UThl HOPMAaTHMBHOI'O TPaBOBOTO akTa 00 yTBepKJeHUH
dhopMBbI TTPOBEPOYHOTO JIUCTA:

3. CHMcOoK KOHTDOJIBHBIX BOIIPOCOB, OTPAKAIOIIUX COJepKaHWe o00si3aTeNbHbIX TpeOOBaHM, OTBETHI Ha KOTODBIE
CBUZIETETLCTBYIOT O COOMIO/IeHHH I HeCcoOI0ZieHM KOHTPOIMPYeMbIM JIULIOM 00si3aTelbHbIX TpeboBaHMiA:
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/1

CIHCOK KOHTPOJIBHBIX BOITPOCOB, OTPa)KAFOIMX
cofiepkaHure 00s13aTe/IbHBIX TPeOOBaHUIMA

PekBu3UTHI
HOPMAaTHBHBIX
TIPABOBBIX AKTOB, C
yKa3zaHUeM UX
CTPYKTYPHBIX
e/IUHUL], KOTOPbIMU
YCTaHOBJIEHBI
0bs13aTe/IbHEIe
TpeboBaHus

OTBeTbI Ha BOMPOCHI, cofeprkaluecs: B CriricKe KOHTPOJIBHBIX

BOIPOCOB

OpraHM3aLHsi OTTTOBOU MeULIMHCKHIEe [Tpumeuan
TOproB/x O anreunas oprammsamus Kak OpraHu3alvu U UX ue
JIEKapCTBEHHbIMU CTPYKTYpPHOE nojipaspeeHye 000c00/1IeHHbIe
CpeACTBaMu JJ1A MeWULMHCKON opraHu3alin nozapa3szeneHust
MeTUIIUHCKOTO (ambynaTopuu,
TIpUMeHeHus ¢enpaIEpCKYE U
OCYILIeCTB/ISIOILHe PO3HUUHYIO embmepcko-
TOPTOBJIIO neKapcTBeHHbIMy | AKYHIEPCKUE MyHKTRI,
nperaparamd s MefuiuHCcKoro | LEHTPBI (OTrqe”eHHf{)
TpUMeHeHHs: 0611jeii BpaueOHOM
(ceMeiiHOI1) TIPaKTHKH),
[J anTteuHas opraHusaLus PACIIOIOKEHHBIE B
CeJTbCKUX HaCeIeHHbIX
0O . MyHKTaX, B KOTOPBIX
WH/IUBU/y aTbHBIR
TpeINPUHUMATE/Tb OTCYTCTBYIOT
anTeyHble
[0 obocobenHble OpraHH3atHH
ToJpaszeneHus (ambynaTopuy,
tdenpamiepckrie U enpAIIEPCKO-
aKyllepcKhe  TMyHKTBI,  L|eHTPBI
(otmenenusi) oOreli  BpaueOHOM
(ceMetiHO#) MTPAKTUKN),
Ja | HeTr | HermpuMeHH na HeT HerpyMeHUMO na HeT | Hemnp
MO VMeH
MO

depepanbHbIi 3akoH oT 12 ampesisi 2010 r. Ne 61-®3 «O6 obpaiijeHun ieKapcTBeHHbIX cpecTB» (CobpaHue 3akoHOzaTebcTBa Poccutickoi ®epeparun, 2010, Ne 16, ct. 1815; 2022, Ne 13, cT.
1953) (manee - 61-®3); nocraHoBneHue IIpaButenbcTBa Poccutickoii Mepepaipu ot 16 mast 2020 1. Ne 697 «O6 yTBep>xaeHuu IIpaBui Bbljaud pa3pelleHusl Ha OCYIIEeCTB/IEHWe PO3HUYHOU
TOPTrOBJIM JIeKaPCTBEHHBIMU TIperapaTamy AJIsi MeJULUHCKOTO MPUMeHeHHsl AWCTaHLMOHHBIM CIOCOO0M, OCYIIeCTBIEHHS] TaKOW TOPTOBMM M [JOCTABKHM yKa3aHHBIX JIEKapCTBEHHBIX MperapaToB
rpaklaHaM M BHECEeHWM HW3MeHeHHi B HeKoTopele akThl IIpaBuresnsctBa Poccuiickoit ®efepaliiii 1o BOIPOCY PO3HWUHOM TOPrOBAM JI€KapCTBEHHBIMU TIperapaTaMu il MeIHMLMHCKOTO
TIPUMeHeHHs JUCTaHMOHHBIM criocobom» (CobpaHue 3akoHogatesnscTBa Poccuiickoit @epeparun, 2020, No 21, cr. 3278; 2021, N 23, ct. 4071) (ganee — IIpaBusia JUCTaHIMOHHOW TOPTOBJIN);
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npuka3 MuHUCcTepcTBa 3apaBooxpaHeHusi Poccuiickoit @epepariuu ot 24 Hosiopst 2021 1. Ne 1093H «O6 yTBepkaeHuu I[IpaBus OTIyCKa JieKapCTBEHHBIX TPENapaToB [JJisi MeJULIMHCKOTO
TIPUMeHeHHs] aNTeYHbIMU OpraHu3aldsMM, WHAUBU/YalbHBIMM TpejfIpUHUMATe/NsIMA, HMEIOIMMM JIMLIEH3HI0 Ha OCylljecTBIeHHe (papMalleBTUUeCKOM [iesiTellbHOCTH, MeJULIMHCKUMU
OpraHu3aLUsIMY, UMEIOLIMMU JULIEH3UI0 Ha OCYLIeCTB/IeHHe (apMalleBTUUeCKOW AesSTeNbHOCTH, U MX 000Cc00/IeHHBIMU MOApa3eneHusMU (aMOynaTopusMy, (GebAIepCKUMHE U (erbALepcKo-
aKyIIepCKUMU TYHKTaMH, 1leHTpaMu (OT/AeeHusIMHU) o01ieli BpauebHOH (ceMeiiHOM) TPaKTUKHM), PaCiO/IOXKEHHBIMU B CEJIbCKUX TIOCE/IEHUsIX, B KOTOPhIX OTCYTCTBYIOT afTeUHble OpraHU3alviy, a
TaKke IlpaBui OTIHycKa HapKOTMUECKUX CPeJCTB M NCUXOTPOMHBIX BeleCTB, 3aperMCTPUPOBAHHBIX B KauecTBe JIEKapCTBEHHBIX IperaparoB /sl MeJWLMHCKOIO NpUMeHeHHs], J1eKapCTBeHHbIX
TpernaparoB /i MeAMLIMHCKOrO TIPUMEHEHMs, COJepKallluX HapKOTHUeCcKue CpeJcTBa M IICUXOTPONHbIE BelllecTBA B TOM uMcie [lopsika OTIycKa anTeYHbIMA OpraHu3alysMu
MMMYHOOHOIOTHUECKHX JIeKapCTBEHHBIX MPenapaTtoB» (3aperucTpupoBaHo MuHHCTepcTBOM rocTHLMM Poccutickoit @epepatuu 30 Hos6ps 2021 r., peructpauyoHHbii Ne 66142) (manee —
[IpaBuna oTmycka); nprvka3 MuHHMCTepCTBa 3/paBOOXpaHEHUs M COLalbHOro pa3Butusi Poccuiickoii @epepauyu ot 12 despanst 2007 r. Ne 110 «O mopsiake Ha3HauyeHUs] U BbINKMChIBAHUS
JIeKapCTBEHHBIX [IperapaToB, H3fle/IMid MeJWLHCKOTO Ha3HaueHWs M CIeL{HalM3UpOBaHHBIX IPOAYKTOB JiedeOHOrO NWTaHWs» (3aperucTpupoBaH MHHHCTEPCTBOM FOCTHLMK Poccuiickoit
@epeparuu 27 anpenst 2007 r., peructpayuoHHbIi Ne 9364) ¢ U3MeHeHUsIMH, BHECEHHBIMHU MPHUKa30M MUHHCTEPCTBa 3/paBooxpaHenust Poccutickoit @enepariuu ot 24 Hostopst 2021 1. Ne 1094
(3apeructpupoBaH MuHKcTepcTBOM foctuiy Poccutickoii @epeparuu 30 Hosiopst 2021 r., peructpaiuonHbiii No 66124) (nanee - WHCTpyKiws); Tprka3 MUHHCTEPCTBA 3[paBOOXPaHEHUsS
Poccuiickoii @egneparuu ot 24 Hosi6pst 2021 r. Ne 10941 «O6 yTBepkaeHuu [Topsiika Ha3HAUeHUs JIEKAPCTBEHHBIX TMPEnapaToB, OPM perenTypHbIX 0/IaHKOB Ha JIeKapCTBEHHbIE Mperaparsbl,
TMopsizka oopM/IeHUsT yKa3aHHBIX OGJIAHKOB, UX yueTa M XpaHeHusi, GopM OaHKOB DELIeNTOB, COAEPXKAIMX Ha3HaueHWe HAapKOTUYECKUX CPEACTB WIM MCHXOTPOMHBIX BelecTB, Ilopsaka ux
W3TOTOBJIEHUS], pacripe/iesieHusi, PerUCTpaliy, yueTa U XpaHeHus], a Takxe IIpaBusi odopmieHHs GJaHKOB pELIeNTOB, B TOM unciie B (OpMe 3/eKTPOHHBIX JAOKYMEHTOB» (3aperuCTPUPOBAHO
MunucrepctBoM tocturiun Poccuiickori @epeparivu 30 Hos6ps 2021 r., peructpaiponHeiii Ne 66124) (manee - mpuka3 Mun3sgpaBa Poccun Ne 1094H); npuka3z MuUHUCTEPCTBA 3/paBOOXPaHEHUsT
Poccwuiickori @eneparuu ot 22 arpenst 2014 r. Ne 183H «O6 yTBep/|eHUM TepeuHsi JIeKapCTBeHHBIX CPEACTB [is MEeAWLMHCKOTO MPUMeHEeHHUs], MOJJIeXXalMX MPeJAMEeTHO-KOIMUeCTBeHHOMY
yueTy» (3aperctpupoBaH MuHHCTePCTBOM tocTurind Poccuiickoit ®epepauuu 22 wutonst 2014 r., peructparuodsbii Ne 33210) ¢ uM3MeHeHUsIMH, BHeCEHHBIMU IPHUKa30M MUHHCTePCTBa
3npaBooxpaHeHust Poccutickoit @epepauyu ot 27 utons 2018 r. Ne 4711 (3apervdcTprupoBad MuUHHCTEPCTBOM rOCTULMK Poccuiickoit ®epepanuu 14 aBrycra 2018 r., perucrpanyonHbiii Ne 51885)
(manee - ITepeyeHb JIeKapCTBEHHBIX CPEJCTB)

1. | OcyuiecTBnisieTcss 1M OTIYCK JIEKapCTBEHHBIX TMperapaTtoB 0e3 | MyHKT 2 npuiokeHust No
peLenToB: arnTeKaMH, OCYILIeCTB/SIOLUIMMU PO3HUYHYI0 Toprosito | 1 ITpaBun otmycka

(oTnycK) JleKapCTBeHHBIX IperapaToB Hace/eHUo, U anTeKaMu Kak
CTPYKTYDHBIMHU  TI0/jpasfie/ieHusIMA  MeAWLIMHCKOW OpraHH3aruu

(mamee - arTekW); anTeYHBIMM IIyHKTaMHM, B TOM UHC/Ie Kak
CTPYKTYPHBIMM  TIOJpa3fie/ieHUusIMM  MeJULIMHCKOWM — OpraHu3aluu
(mamee -  amnTeyHble  TYHKTBI);  aNTeUYHbIMU  KHOCKaMuy;

WHJVBU/yalbHbIMU TIPeANIPUHMAMATEISIMY, HUMEIOIUMH JIMLIEH3UI0
Ha (apMalleBTUYECKYIO JeITeNbHOCTh ([anee - WHIMBHUIYa/TbHBINA
TNpeiNpUHIMATeNb); MeAWLMHCKUMU OpraHW3alUsiMU, UMeIOIUMU
JWLeH3W0 Ha  (apMalleBTUUeCKyl0  JesTeNbHOCTb, W HUX
060Cc06/1eHHBIMU 0/[pas/ie/IeHUsIMU (ambynaTopusimu,
GbenpamiepckuMd U QesbLepCKO-aKyILepCKUMUA  ITyHKTaMU,
ueHTpamMu  (OTAeneHusiMM)  oOmIed  BpaueOHOW  (ceMelHOI)
MPaKTHKK), PACIO/IOKEHHBIMUA B CETbCKUX TOCETEHUSIX, B KOTOPBIX
OTCYTCTBYIOT  anTeuHble OpraHW3aljud, IiepeyeHb KOTODBIX
YTBEPXKAAETCSI OpraHaMM  MCTIOJMHUTEILHOM B/acTH  CyObekTa
Poccuiickoii ®eneparyu?

2. OCyLLIECTBJ'IHETCH JIM OTIYCK JIEKAPCTBEHHLIX IIperapaToB TII10 HyHKTSHpI/IHO)KEHI/IH Ne
peLieritaM: arTeKaM, alTeYHbIMU ITyHKTaMHW; HWHAWBHUYA/IbBHbBIMA 1 HpaBI/IJI OTITyCKa
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TIpeIIPUHUMATE/IIMA (32 WCKTFOUeHHEM OTITyCKa HapKOTHYeCKUX
CPeAiCTB U TICUXOTDOIHBIX BeIeCTB, BKIFOUEHHBIX B TepedyeHb
HapKOTUUeCKUX  CpPeACTB, TICUXOTPOIHBIX  BeleCTB U UX
TPeKypCOpPOB, MOAJIeXalllux KOHTPoJIt0 B Poccuiickoli ®enepalivn);
MeZULIMHCKUMU OpraHu3aLusIMu u 060Cc06/1eHHBIMU
no/ipa3jiefIeHusIMU MeIMLMHCKUX OpraHu3aLyii?

OTnyckaroTcss 4 IO peLienTaM, BBITMCAHHBIM Ha peLeNTypPHbIX
6naHkax ¢opmbl Ne 148-1/y-88, JieKapCTBeHHbIE TMpenaparsl,
BK/IIOUEHHble B  [lepeueHb  JIEKaDCTBEHHBIX  CPefCTB I
MeZIULIMHCKOrO TIPUMEeHeHUs], TOZ/1eKaluX rpeJMeTHO-
KOJIMYeCTBeHHOMY yueTy?

MYHKT 4 nipuoxkeHust Ne
1 IlpaBun oTIiycKa

OTnyckaroTcs /M TCUXOTPOIHbIE JIeKapCTBEHHble IIperaparsl,
BHeceHHble B Crivcok 111 [TepeuHsi HADKOTHYECKUX U IICUXOTPOITHBIX
JIeKapCTBeHHBIX  [IperapaToB, TIpU TpeJbsBI€HUN  PeLeNToB,
BBITIFICAHHBIX Ha peLienTypHbIX 6y1aHKax Gopmbl Ne 148-1/y-88?

MYHKT 4 nipuioxkeHust Ne
1 IlpaBun otmycka

OrnyckaroTcsl M IO pelienTaM, BbINIMCAHHBIM Ha peLieNTypHbIX
6sankax ¢opmbl Ne 148-1/y-04(s1), JieKapCTBeHHbIE MpeNaparhl,
BBINMChIBAaEMble Tpak/jaHaM, HMEIOLMM TNpaBo Ha OecriaTHoe
TOJIyYeHWe  JIeKapCTBEHHBIX  TIperapaTtoB WM  IOJIy4YeHHe
JIeKapCTBEHHBIX TPeriapaToB CO CKUKOM?

IYHKT 5 NpuioxkeHust Ne
1 IIpaBun otmycka

OTIycKaroTcsl JId T10 peLierTaM, BbIMHMCAHHBIM Ha peLieNTypHbIX
6sankax ¢opmel Ne 107-1/y, OTIYCKAlOTCA HMHbIE JIEKAPCTBEHHbIE
Tperaparel, He yKa3aHHble B nyHKTe 4 [IpaBUn oTmycka, U 3a
WCK/TFOUEHWEM JIeKapCTBEHHBIX TPenapaToB, OTMyCKaeMbIx 0e3
peLerita?

MyHKT 6 npuioxkeHust Ne
1 IlpaBun otmycka

OrnyckarTcsi M KOMOMHUPOBaHHBIE JIeKapCTBEHHbIE IperapaThl
7S MeJULIMHCKOTO TIPUMEHEeHMs, cojepiKalljie KpoMe MaslbIx
KOJIMYeCTB HapKOTHUYeCKUX CPeJiCTB, MICUXOTPOMHBIX BeleCTB U UX
TIPeKypCOpOB, Apyrve (apMakojorriyeckue akTHBHBIE BelllecTBa,
anTekaMy,  anTeYHbIMA  IYHKTaMM U WHAWBUAYaIbHBIMU
TIpeANpUHUMAaTe/ISIMH, HMeIOIIMHU JIULIEH3UI0 Ha
(hapmarieBTUYeCKyIO [|esITe/IbHOCTb, TI0 peLjeriTaM, BbIHMCAHHBIM Ha
perienTypHbix 6maHkax ¢opm Ne 107-1/y u Ne 148-1/y-88, xpome
TeX JIeKapCTBEHHBIX [IperapaTtoB, KOTOpble OTIyCKaroTcs Oe3
pererita?

IIYHKT 7 TIpUIoyKeHns Ne
1 IIpaBun oTItyCcKa

OrtmyckaroTcst /v 110 pelieniTaM B (popMe 3/1eKTPOHHOTO [JOKYMeHTa C
WICTI0/Ib30BaHNEM YCHU/IEHHON KBa/M(UIMPOBAHHON 37€KTPOHHOMN

NyHKT 8 npusoykeHus1 Ne
1 ITpaBus oTIycKa
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MOATTUCH  MEJWIMHCKOTO  pabOTHHMKa BCe  JIeKApCTBEHHBIE
Tperaparsl, yKa3aHHble B yHKTax 4, 5, 6, 7 IlpaBun otmycka?

OrnyckaloT M MeULMHCKAEe OpraHu3aldid 1 000cobiieHHbIe
rojpasfiesieHdss MeJULIMHCKUX — OpraHu3aLui JIeKapCTBeHHbIe
TiperniapaThl, BK/IOUEHHbIE B MlepeueHb IpeJMeTHO-KO/THUeCTBeHHOTO
yueTa, BBIMMCAHHbIE Ha peLenTypHbIX OmaHkax ¢opmel Ne 148-1/y-
88; nekapcTBeHHble TIperapartbl, BK/IOYeHHble B IlepeyeHb
JIeKapCTBEHHBIX TIperaparoB, OTITYCKaeMbIX TI0 perienTaM Bpaya
(penbamiepa) mMpu  OKaszaHWM  AOMOJIHUTENLHOM  OecriiaTHOMN
MeJUIIMHCKON  TIOMOLLM  OTJe/bHBIM  KaTeropusM TIpax/aH,
VMEIOIIMM TIpaBO Ha TIOyUYeHHe TOCYAapCTBEHHOW COLManbHOU
TIOMOIIIM, a TaK)Xe HHble JIeKapCTBeHHble Cpe/CTBa, OTIIyCKaeMble
OecrIaTHO WM CO CKU/IKOM, BBITIMCAHHEIE Ha PELIENTYPHBIX O1aHKax
dopmbl Ne 148-1/y-04(1)?

NyHKT 9 npuioxxeHust Ne
1 IIpaBun otmycka

10.

Ocy11jecTBIsSI€TCS JIM OTITyCK JIEKAPCTBEHHBIX TIPerapaToB B TeueHHe
yKa3aHHOTO B eLlenTe CPOKa ero AeHCTBUs MPH 0OpalleHuH JInLa K
CyOBEKTY PO3HHYHOW TOPrOB/IU?

nyHKT 11 npusokeHust Ne
1 IIpaBun otmycka

11.

[IpyHYMaeTcss M B C/iyyae OTCYTCTBUS Yy CyObeKTa pPO3HUYHOMN
TOPrOB/M JIEKAPCTBEHHOTO TIperapara, YKa3aHHOTO B peLelTe, Ipy
obpaijeHny JMila K CyOBEKTY PO3HWUUHON TOPrOB/AM pELeNT Ha
00C/Ty>KMBaHUE B CJIEAYIOLIUE CPOKH:

NyHKT 12 npusokeHust Ne
1 ITpaBusn oTIIyCcKa

00C/Ty)KMBAEeTCs /IU PeLIeNT C IOMETKOM "statim" (HeMe/|lIeHHO)
obCTy>)KMBaeTCsl B TeueHHWe OJHOrO paboyero [gHS €O JAHS
obparieHvst LA K CyOBeKTY pO3HUYHON TOPTOBIH?

MYHKT 12 npuaoxeHust
Nel ITpaBus otiiycka

00CTy)KMBaeTCsl JIM PeLienT C ToMeTKod 'cito" (cpouHo) B
TeueHWe [ByX pabouux pAHeld co AHs obpaujeHus nuna K
CyOBeKTY pO3HUYHON TOPrOBJ/IH?

MYHKT 12 npuaoxeHust
Nel IpaBun oTycka

o0cmy)KUBaeTcss M peLleNT Ha JeKapCTBeHHbIH IIpernapar,
BXOJAIIMNA B MHWHHMa/bHbIM acCOPTUMEHT JieKapCTBEHHBIX
TperapaToB [yl MeAWLMHCKOTO MpPUMeHeHUs, HeoOXOAUMBIX
[J1s1 OKa3aHUsI MeJULIMHCKOM TIOMOLL| B TeueHHe MATH pabounx
IHel co fHS oOpaleHuss U@ K CyOBEeKTy pPO3HUYHOU
TOpProB/u?

MYHKT 12 NpUIo’KeHust
Nel IpaBun oTmycKa;




40

00C/Ty)KMBAeTCst /M PelenT Ha JIeKapCTBEHHbINA TIperapar,
BXOJANMHA B MHHAMA/IbHBIH aCCOPTUMEHT JIeKapCTBEHHBIX
TIperapaToB Jjisi MeJWIMHCKOTO TIPUMEHEeHHSs], OTITyCKaeMbIi
GecryiaTHO WM CO CKUJKOM B TeueHHe [BYX pabouux /iHel co
[iHsT 00OpaliieHus Jinia K CyObeKTy pO3HUUHOM TOProB/In?

MYHKT 12 NpUIo’KeHUs
Nel IpaBun oTmycka

00C/Ty)KMBaeTCss /I PELIeNT Ha JIeKapCTBEHHBIN Tpernapar, He
BXOJALMHA B MWHHUMA/IbHBIM acCOPTHUMEHT JieKapCTBEHHBIX
TIperapaToB [yl MeAWLMHCKOro TNpUMeHeHUs, HeoOXO0AUMBIX
[T OKa3aHWSl MeIULMHCKOW TIOMOIIM, B TedyeHWe [ecsTH
pabouux AHel co AHs obpallieHus ulja K CyObeKTy pO3HUUHOM
TOpProBs/u?

MYHKT 12 npunoxeHust
Nel ITpaBusn otiiycka

00C/Ty>KUBAeTCsA /I PEIIENT Ha JIEKapCTBEHHBIN Mperapar, He
BXOJAIIMA B MHWHUMAJbHBIA aCCOPTUMEHT JIEKapCTBEHHbBIX
MpernaparoB /i MeAWULMHCKOrO TIpUMeHeHUsl, HeoOX0AUMBIX
IJIT  OKa3aHWS  MeIWLIMHCKOW  TIOMOIIM,  OTITyCKaeMbIi
6ecryiaTHO WM CO CKUJIKOW B TeUeHHe CeMHU pabouux [JHel Co
[iHsT 00OpaltieHus Jinia K CyObeKTy pO3HUUHOM TOProB/In?

MYHKT 12 npunoxeHust
Nel IIpaBun otiycka

06C/Ty>)KUBAeTCsl M PeLienThl Ha JIeKApCTBEHHbIE Mperaparsl,
Ha3HauaeMble TI0 peLIeHH0 BpaueOHOW KOMHCCHH B TeUeHHe
necaty pabounx [gHel co AHs obpailjeHusi Juia K CyObekTy
PO3HUYHOM TOPTrOBJU?

MYyHKT 12 npunoxeHus
Nel IIpaBusn otiycka

00Cy>KMBaeTCsl JIM PerienT Ha JIeKapCTBeHHbIM TIperapar, He
BXOJAIMMA B MHHUMAQIbHBI aCCOPTUMEHT JIeKapCTBEHHBIX
TperapaToB [yl MeAWLMHCKOTO NPUMEHeHHUs, He0OXOAUMBIX
[/ OKasaHWg MeJWIMHCKON TIOMOLIM, B TeueHHe [ecsITU
pabourx JHel co qHs oOpalleHus 1A K CyObeKTy PO3HUUHOM
TOpProB/n?

MYHKT 12 npuaoxeHust
Nel ITpaBus otiiycka

06CTy>)KUBaeTCs JIM PELeNT Ha JIeKapCTBeHHBIN TIperapar, He
BXOJSLMHA B MWHHUMalbHBI acCOPTUMEHT JieKapCTBEHHBIX
TpernaparoB il MeAWULMHCKOTO MPUMEHEHHUs, HeOOXOJUMBIX
s  OKa3aHHS  MeJULIMHCKOW  TIOMOIIM,  OTITyCKaeMbIii
OecriiaTHO WM CO CKUZKOH, 0OC/Iy)KHBaeTcsl B TeueHUe CeMU
pabouux AHel co AHs obpallieHus uija K CyObeKTy pO3HUUHOM
TOProBan?

MYHKT 12 npuioxeHust
Nel IIpaBun otmycka
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00CTy’)KUBAeTCsl M PeLlenThl Ha JieKapCTBEeHHbIE Mperaparsl,
Ha3HauaeMble 10 pelleHH0 BpaueOHON KOMUCCHH, B TeueHHe
JecsTd pabounx AHeW co AHsS obpalleHHs Jula K CyObeKTy
PO3HUYHOM TOProBN?

MYHKT 12 NpUIo’KeHUs
Nel IpaBun oTmycka

OTITyCKaeTCs JIM JIeKapCTBEHHBIM Mperapar Mo HaxoAAleMycs
Ha OTCPOYEHHOM OOCTY)KMBaHWY PeLIeNTy C UCTEKIINM CPOKOM
JeHcTBUsS  ocyllecTBisieTcs 0e3 ero mnepeodopmieHus B
TeueHre 90 AHell co JHS WCTeueHUsl CpOKa JieMCTBHUS TakOro
penenra?

MYHKT 12 npuioxeHust
Nel IIpaBun otiycka

12.

CobmoziaeTcst /I 3ampeT Ha OTITYCK JIEKapCTBeHHBIX NPenapaToB Mo
pellenTaM C UCTEeKIIUM CPOKOM [JieHCTBYS, 3a UCK/IIOUeHHEeM CITyyasl,
KOT/la CPOK [IeWCTBUS PeLierTa UCTEK B TIEPUO/, HAXOXK/EHUS ero Ha
OTCPOYEHHOM O0C/Ty>KUBAHUM?

IYHKT 12 npunoxeHust
Nel IIpaBun otmycka

13.

OcyiecTBisieTcss /I OTIYCK JIeKapCTBEHHOTO Tperiapara Iio
HaxXOJsIIeMyCs Ha OTCPOYEHHOM 0OC/Iy)XKMBaHMU —peLenty C
WCTEKIIUM CPOKOM fieficTBUsi 6e3 ero repeoopMsieHUs] B TeueHHe
90 gHel co JHS WCTeueHUs CPOKa AeHCTBUSI TaKOro peLienTa?

IYHKT 12 npunoxeHust
Nel IIpaBun otiiycka

14.

OTnyckaroTcs /M JIeKapCTBeHHble IIperapaThl B  KOJMUECTBE,
yKa3aHHOM B pelleNiTe, 3a HCK/IIOYeHUeM CJIy4yaeB, Korja Jjisi
JIeKapCTBEHHOI'O IIperiapara YCTaHOB/JEHO KOJIMUeCTBO, KOTOpOe
MOXKET OBbITh BEIIMCAHO B OJHOM peLenTe, U KypC JiedeHHs1?

NyHKT 13 nipusioykeHust Ne
1 IlpaBun otmycka

15.

Wudopmupyer 1 QapmarieBTHUeCKuii pabOTHUK O TIPeBBIIEHUH
TIpeZleqIbHO JIONyCTUMOTO KOJIMUecTBa JIeKapCTBEHHOI'o Iperapara
JUL0, TIpeZiCTaBUBIIIee DeLeNT, PYKOBOJUTENs COOTBETCTBYHOIeH
MeJUIMHCKON OpraHu3allid Y OTIYyCKaeT JIM YKa3aHHOMY JIWLY
yCTaHOBJ/IEHHOE COOTBETCTBEHHO  TIpeZle/lbHO  [JOIyCTUMOe
KOJIMYECTBO JIEKAPCTBEHHOrO TMperapaTa, KOTOPOe MOXeT ObITh
BBIMNMCAHO B OJHOM peLieNTe C MPOCTaB/JeHUEM COOTBETCTBYIOLEN
OTMETKH B peLjenTe?

MYHKT 13 npusoykeHust
Nel ITpaBun otnycka

16.

OcyujecTBisieTcss /I OTIYCK JIEKAPCTBEHHOrO —TIiperapata B
MEepBUYHONA W BTODWUYHOM  (TIOTpeOUTENbCKON) — YIaKOBKaX,
MapKMpOBKa KOTOPBIX OTBeuaeT TpeOOBaHUSM  CTaTbu 46
®enepanbHOro 3aKkoHa Ne 61-D37?

craThs 46 Ne 61-P3;
NYHKT 14 nipusoykeHust Ne
1 IIpaBun oTItyCcKa

17.

Ornyckaer Jm  (apmarjeBTHUeCKHii  pPabOTHWK  TPeAEeNbHO
JIOTIyCTVIMOe WM PeKOMeH/I0BaHHOe KOJINYeCTBO JIeKapCTBEHHOIO
Tiperapara AJisl BbIMCbIBAHUS Ha OOUH peLieNT IpU IpeJbsBleHUH

nyHKT 13 IlpaBun
OTITyCKa
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peLieniTa C TIpeBbilleHWEM TIpefile/lbHO  JOMYCTUMOrO0 WU
PEKOMEH/IOBAaHHOTO KOJIMUeCTBAa JIEKAPCTBEHHOTO TIperapaTa [jist
BBIMTMCBIBAHUS Ha OJIMH PELIENT C MPOCTaB/IeHWeM COOTBETCTBYOLLelH
OTMETKH B peLienTe?

18.

OcymecTBnseTcss /1
MePBUYHON U
MapKUPOBKOM?

OTIIyCK JIeKapCTBEHHOrO IIperapata B
BTODUYHOW (TIOTPeOUTENBCKOM) —YIMaKOBKax C

ctaThs 46 Ne 61-D3;
nyHKT 14 ITpaBun
OTITyCKa

19.

Hapy1iaeTcss v mepBUYHasi yrakoBKa JIeKapCTBEHHOTO IIperiapara
TIpU ero OTIyCcKe?

NyHKT 15 npusokeHust Ne
1 IIpaBun oTItyCcKa

20.

IpocTaBnsieTcs 1 NP OTITYCKe JIeKapCTBeHHBIX PerapaToB Ha
peLiernTe OTMeTKa 06 OTIyCKe JIeKapCTBEHHOTO TIpernapara C
yKa3aHHeM:

NyHKT 15 npusokeHust Ne
1 ITpaBus oTIycKa

HaWMEHOBAaHUsI aNTeYHOl opraHu3auuu (haMwiiy, HUMeHH,
OTUeCcTBa (pu Ha/IM4IrH) VHAWBUYaTbHOTO
TIpeATIpYHIMATes)?

NyHKT 15 npusokeHust Ne
1 IIpaBun otmycka

TOPrOBOTO  HAUMEHOBAHWs, [JO3UPOBKH W
OTMYILLeHHOTO JIeKapCTBeHHOT O Mpemnapara’?

Ko/mMm4yecTBa

MyHKT 15 npusiokeHust Ne
1 IIpaBun otmycka

(hamMmiy, WMeHH, oTuecTBa (TP HaMAYUK) MeIULIMHCKOTO
paboTHHKa B C/TyYasix, YKa3aHHBIX B ab3alie YeTBepTOM MyHKTa
13 u ab3are TpetbeM myHKTa 16 IIpaBus oTmycka?

NyHKT 15 npusokeHust Ne
1 ITpaBusn oTIIyCcKa

PEeKBU3WTOB JI0KYMEHTA, YAOCTOBEPSIOIIEro JIMUHOCTb JIMLIA,
TIO/TyYHMBILIETO JIeKapCTBEHHbIH Mperapar, B c/ly4yae, yKa3aHHOM
B NyHKTe 28 [IpaBun otmycka?

MyHKT 15 npusokeHust Ne
1 IlpaBun otmycka

bamunm, HMEHH, OTuecTBa
(hapMarileBTUYEeCKOTO paboTHUKa,
JIeKapCTBeHHBIH Tperapar, U ero MoAucu?

Ha/TMY1H)
OTIYCTUBIIIETO

(pu

MyHKT 15 npusokeHust Ne
1 IIpaBun otmycka

JiaThl OTITyCKa JIeKapCTBEHHOr'O TperapaTa’?

NMyHKT 15 npusokeHust Ne
1 IlpaBun otmycka

21.

Bo3BpailjaeTcst 1M TIpU OTIYCKe JleKapCTBEHHBIX IpernapaToB I0
peLenTy, BBIMUCAHHOMY Ha peLieniTypHoOM OsaHke ¢opmbl N 107-1/y
CO CPOKOM /IefiCTBUS /10 OZJHOTO T0/]a, B KOTOPOM YKa3aHbI ITePUO/bI

MyHKT 16 npusokeHust Ne
1 IlpaBun oTIiycKa
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U KOJIMYeCTBO OTIYCKa JIeKapCTBEHHOrO Tiperapara (B KaXKAbIA
Mepuoj), pelent Jiuily, npuobpeTaroiieMy JieKapCTBeHHbIN
rperapar, C OTMeTKOM, cofepskallleli CBefleHHsl, yKa3aHHble B
nyHkre 15 Hacrosmux Ilpasun?

22.

YUUTBIBAIOTCS /I TPU OUepeHOM OOpallleHHH JUIa K CyOBeKTy
PO3HHUYHOU TOPrOB/M C IaHHBIM PEeLelITOM OTMETKH O MpejblAylleM
OTILyCKe JIeKapCTBEHHOTO Tperapara [0 TakoMy peLieliTy U B CIyJae
MpPUOOPETEHHsT JIMIIOM KOJIMUEeCTBa JIEKAPCTBEHHOTO TIperapaTa,
COOTBETCTBYIOIIIETO MaKCHMa/lbHOMY KOJHWYeCTBY, yKa3aHHOMY
MeJULIMHCKUM pabOTHUKOM B peLienTe, a Takke I10 HCTeYeHUH
CpOKa /IefiCTBUSI peLieNTa, Ha peLierTe IPOCTAB/SeTCS M ILTaMIl
"JleKkapCTBeHHBIA TIperiapaT OTIyLeH" U peLenT BO3BpaIllaeTCs

mny?

NyHKT 16 npusoykeHus Ne
1 ITpaBun oTIyCcKa

23.

[TepenaeTcst mpy OTIyCKe JleKapCTBEHHBIX IpenapaToB IO pellenTy,
BBINMCAHHOMY Ha perjentypHoM OsiaHke ¢opmbl Ne 148-1/y-04(n),
3aMo/IHeHHbI KOpEeILIOK TakKoro pelienta s (apMarjeBTHUecKUM
pabOTHUKOM Ly, nproOpeTaroLeMy (mosyuaroniemy)
JleKapCTBeHHbIe TIperaparbl?

NyHKT 17 nipusoykeHust Ne
1 IIpaBun otmycka

24,

OcTaroTCs ¥ XpaHATCS JI y CyObeKTa PO3HUUHOM TOPTOB/IH PeLenThl
(c ormerkod '"JlekapCTBeHHBIM TIperapar OTmylleH") Ha:
JIeKapCTBEHHbIE TIperapaThl, OTIyCKaeMmble OeCIulaTHO WA CO
CKH/IKOW, - B TeueHHWe TpeX JIeT; JieKapCTBeHHbIe IIperaparsl,
otHocsiMecs: 1m0 ATX K aHTUICUXOTUYECKUM cpefcTBaM (KOZ
NO5A), ankcuonuTtukam (Kog NO5B), CHOTBODHBIM M CeZlaTUBHBIM
cpeactBaM (kof NOS5SC), antugenpeccantam (kKoj NO6A) u He
ToJijIe)kalljie TMpeMeTHO-KOMUeCTBEHHOMY V4eTy, - B TeueHUe
Tpex MecsiLieB?

MyHKT 18 npunoxenus Ne
1 IIpaBun otmycka

25.

OTMeuaroTcss, BO3BpALLiAlOTCS JIM  peLieNThbl, BbIIMCAHHbIE C
HapyLleHUeM TpaBWI U PETUCTPUPYIOTCS JIM B )KypHase, B KOTOPOM
VKa3bIBAlOTCSl BbISIBJIEHHbIE HapyllleHWs B OQOPMJIEHUH pellelTa,
damusi, uMsi, 0TUECTBO (TIPU HAIMUMK) MEeJUIIMHCKOTO PabOTHHKA,
BBIMMCABIIIEr0 peLernT, HauMeHOBaHWe MeJULIMHCKOW OpraHv3alivu,
TIPUHATLIE Mepbl, OTMeYarTCs [ITaMIIOM "PerieniT
HeJelcTBUTe/IeH"?

yHKTHI 19, 20
npunoxxenus Nel [TpaBun
OTITyCKa

26.

CobstofjaeT 3ampeT Ha TMpeJOCTaBleHHe HeJOCTOBEPHOH W (W/n)
HeroyiHOM MH(GOPMaLy TIPY OTITyCKe JIeKapCTBEHHOTO IIperapara
dapmalleBTHUeCKUii pabOTHMK WM pabOTHUK — MeJULMHCKOM
opraHmsaiuu  (06ocobsieHHOro  MoZipasfieNieHust  MeJULIMHCKOMN

IYHKT 23 npuoxkeHust Ne
1 ITpaBus oTIIyCKa
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OpraHv3ali) O HaJMYUM JIeKapCTBEHHBIX IIperapaToB, BKJIFOUast
JleKapCTBeHHbIe TIperaparsl, HMeo1Le OJJIHAaKOBOE
ME>KIyHapo/JHOe HeTlaTeHTOBaHHOe HauMeHOBaHWe, B TOM UHC/Ie
CKpbIBaTh WH(OPMALMI0 O HAJWYHH JIeKapCTBEHHBIX IPEraparos,
HMeIoIUX Oosiee HU3KYIO LIeHy?

27.

OcyijectBisieTcs M Jjisi obecrieueHust JjieueOHOro rporiecca B
MeZIMLIMHCKOM OpraHu3alyy anTeyHOl opraHu3aliyed, sSB/soLeiics
CTPYKTYPHBIM TIO/Ipa3/ie/ieHeM TaKol MeAWLMHCKOW OpraHH3aliyy,
OTITyCK /MO0 M3rOTOBJ/IEHHE W OTIIYCK JIeKapCTBEHHBIX ITPeriapaToB
Ha  OCHOBaHMM  Tpe0OOBaHMS  MEJULMHCKOM  OpraHu3aliuy,
BBINMICAHHOTO YIIOTHOMOUEHHBIM MeAWIIMHCKAM PabOTHUKOM?

MyHKT 28 npunoxeHus Ne
1 IlpaBun oTIIyCKa;
MyHKTHI 3.1-3.7
nipuioxxenus Ne 13,
npuioxxenus Ne 1,2 K
npunoxxenuto Ne 13
WHcTpykuyu

28.

XpaHeHre TpeOOBaHMH MeJWLIMHCKOW OpraHM3alliM, M0 KOTOPBIM
OTIYILleHb! JIeKapCTBeHHbIe Ipernaparhl, OCYIeCTB/sIeTCs anTeyHoi
opraHu3arjeii B COOTBETCTBHH C IyHKTOM 18 IlpaBun ormycka?

MYHKT 29 npuioxkeHust Ne
1 IlpaBun otmycka

29.

HortyckaeTcst 1 HapyIlieHHe TIepBUYHON YTIaKOBKU JIeKapCTBEHHOTO
rperapata TpUd €ro OTHOyCKe M0 TpeDOBaHUIO MeAUIMHCKON
OpraHM3alluM  anTeuyHOM OpraHv3auyed, UMeolleld JULIeH3UI0 Ha
(hapMarieBTUUeCKyl0 [eATeJbHOCTh C TIPaBOM  H3TOTOBJIEHUS
JIeKapCTBeHHbIX TIperapaTtoB C TIpe/loCTaB/leHHeM HWHCTPYKLWH
(xormuu WHCTPYKLIAX) no TIPUMEeHEeHUI0 OTITyCKaeMoro
JIeKapCTBEHHOTO Tperapara?

nyHKT 30 npuaoxkeHust Ne
1 IlpaBun otmycka

30.

OcywlecTBisgeTcss /M OTIYCK JIeKapCTBEHHBIX IIperapaTroB IO
peLenitaM B (opMe 3/MEKTPOHHOTO [JOKYMeHTa anTeKamH,
anTeyHbIMM NMYHKTaMH U MHUBUAYaIbHBIMU MpeANIPUHUMATENSIMY,
yKa3aHHbIMM B IyHKTe 2 [IpaBusi OTIyCcKa, pacro/io)KeHHbIMU Ha
Tepputopun cybbekta Poccuiickoii ®epepaiu, B KOTOPOM
odopmeH peijenT B (opMe 37eKTPOHHOTO [JOKYMEHTa, B C/Iyuae
TIPUHATHSL  YIIOJHOMOYEHHbIM OpraHoM cyObekta Poccuiickoi
®enepaliM B COOTBETCTBUM C MYHKTOM 4 cTaTbu 6 desepanbHOTO
3akoHa Ne 61-®3

perieHust 06 MUCIT0/IB30BaHUY Ha TeppUTOpUM cyOBekTa Poccuiickoit
®Deslepaliuy Hapsily C peLiellTaMU Ha JIeKapCTBEHHble IIperaparsl,
obopmneHHBIMM Ha  OyMa)kHOM  HOCHUTeNle, DELeNTOB  Ha
JleKapCTBeHHble  Tperaparbl, C(QOpPMHPOBaHHBIX B  ¢dopme
3/1eKTPOHHBIX JJOKYMEHTOB?

NyHKT 31 npunoxeHus Ne
1 IlpaBun oTItycKa

31.

Hmerot TIOAK/TFOYE€HWE allTeUHbI€ OpPraHMU3dluni K FOCY,E[apCTBEHHOﬁ

MIYHKT 32 NIPUIOXKeHUs
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WH(OPMALMOHHOW cHcTeMe B cdepe 3ApaBOOXpaHEHUs CyObekTa
Poccutickoit Deneparuy, KOTOpOe obecrieunBaeTcs
YIOJIHOMOYEHHBIM ~ OpPraHOM  BJacThU  CyOwmekra Poccuiickoit
depeparumn?

Nel ITpaBusn otiiycka

32.

Ocy1ijecTBisieTcss A OTIYCK JIeKapCTBeHHBIX TIperapaToB  I10
perieritaM B (hopMe 3/IEKTPOHHOTO JOKyMeHTa JIMLy, yKa3aHHOMY B
peLierite, MO0 ero 3aKOHHOMY TIPeJICTaBUTEIO, MO0 U1y, KOTOpoe
JIWL0, YKa3aHHOe B peLeNTe, WM ero 3aKOHHBINA TIpeJCTaBUTeNb
YTIOJTHOMOYMIIM Ha TI0JTyYeHUe JIeKapCTBeHHbBIX TPeriapaToB?

NYHKT 33 npujioxkeHust Ne
1 ITpaBun oTIyCcKa

33.

CobnrofaeTcss /1 TIOPSIZOK
JIeKapCTBEHHBIX MPENapaTos?

OTIyCKa HMMMYHOOMOIOTHUeCKUX

MyHKTBI 1 — 4
npunoxeHust Ne3 [1paBun
OTITyCKa

34.

CobntofjaeTcst /M TIpaBW/ia OCYIIECTBIEHUS] PO3HUYHON TOPTOBJH
JIeKapCTBEHHBIMU TIperapaTtaMy /ijis MeJULIMHCKOTO TPUMEHeHHs
[UCTaHLMOHHBIM CIIocoboM?

nyHKT 1.1 c1. 55 61-®3;
NyHKThI 13-27 I1paBun
JIMCTaHI[MOHHOMN
TOPrOB/U

35.

CobmosiaeTcst 1 MOPSIZI0K Ha3HaueHUsT JIeKapCTBEHHBIX CPeJiCTB?

MyHKTHI 1 — 25
nipuioxxenust Ne 1
ripvkasa MuH3zpaBa
Poccun Ne 1094u

36.

CobmofaoTcss /M TOPSiIOK  HasHaueHHWs  JIeKapCTBEHHBIX
TIperiapaToB NpH OKa3aHWM MeUIIMHCKOM ITOMOLIY B CTalliOHapax?

MyHKTHI 26 - 30
nipuioxxenys Ne 1
nprkasa MuH3pasa
Poccum Ne 1094u

37.

CobmofaroTcst /M MpaBWIa — Ha3HAYeHUs]  JIKAPCTBEHHBIX
TperapaToB TpM  OKa3aHUM TIePBUUYHOM  MeJUKO-CaHUTapHOU
MOMOLY, CKOPOM MeJULMHCKOM TOMOLIM W Ta/JIMaTUBHOU

MeIULIAHCKOW TIOMOIITH?

nyHKTHI 31 - 34
npuioxxenus Ne 1
npukasa MuHsspasa
Poccum Ne 1094u

38.

CobmofaroTcst /M MpaBWIa  Ha3HAYeHUs!
MperapaToB  TpaXZaHaM, WMEHLIMM TpaBo Ha OecriiaTHoe
Mo/JlyyeHWe  JIeKAPCTBEHHBIX  [perapaToB  WAM  TOJy4YeHHe
JIeKapCTBeHHBIX TIperapaToB CO CKU/KOM, MPU OKa3aHWU MepBUYHON
MeJUKO-CaHUTapHON TTOMOIIU?

JIEKapCTBEHHbIX

MyHKTHI 35 - 39
npunoxxenus Ne 1
npukasa MuHsspasa
Poccuu Ne 10941
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39. | CobnroparoTcs /i MOpsifoK oopMiIeHHs peLienTypHbIX OJIaHKOB Ha | MyHKTHI 1-18
OyMa>kHOM HocuTere? nipuioxkeHus Ne 3
npukasa MuHsgpasa
Poccum Ne 1094H
40. | CobsroaroTcst T TOPSIIOK OopMIIeHHEe PeLieNTypPHBIX 07aHKOB B | MyHKTHI 19-22
(hopMe 371eKTPOHHOTO IOKyMeHTa? npunoxxenust Ne 3
nprkasa MuH3apaBa
Poccuu Ne 10941
41. | CobsroatoTcss /M TMpaBW/a yuyeTa PpELeNTYPHbIX O/1aHKOB (3a | MyHKTHI 23-26
WCK/TFOUEHUEM peLlenTypHbIX OyiaHkoB 1o ¢opme Ne 107/y-HIT | mpunokenust Ne 3
«CrieljanbHbINA peLienTypHbIM 61aHK»)? rprvkasa MuH3zpaBa
Poccuu Ne 10941
42. | CobsroatoTCst /M TIpaBWla XPaHeHWs pPeLenTypHbIX OJIaHKOB (3a | MyHKThI 27-32
WCK/TFOUEHUEM PpeLIenTypHbIX OyaHkoB 1o ¢opme Ne 107/y-HIT | mpunokenust Ne 3
«CrelManbHbINA peLienTypHbIM O1aHK»)? rprvkasa MuHszpasa
Poccun Ne 1094u
43. | CobsmroiaeTcsi M TIOPSIIOK  pErvCTpaliid, ydyeTa M XpaHeHUs | MyHKThI 15-22
CrelYabHBIX PELeNTYPHbIX 6;1aHKOB 1o Gopme Ne 107/y-HIT? nipunoxxkenus Ne 3
ripvkasa MuH3zpaBa
Poccun Ne 1094u
44. | Cobmoaercst v mpaBuia 0GOPMJIEHUsT PELIeNToB, CO/epXKallyX | MyHKTh! 1-10
Ha3HaueHue HapKOTHMYeCKHX CPeJCTB WM TICUXOTPOMHBIX BellleCTB, | MpuiokeHUs Ne 6
Ha OyMa)KHOM HocuTese? npukasa MuH3paBa
Poccun Ne 1094u
45. | Cobmroaercsi M mipaBuwia 0(OpPMIIEHHUST PELeNTOB, COAEPIKAllUX | MyHKThI 12-13

HasHaueHHe HapKOTUYeCKUX CPeJiCTB WM IICUXOTPOIHBIX BellecTs,
B (hopMe 3/7IeKTPOHHOr'0 JOKyMeHTa?

npuaoxeHust Ne 6
npukasa MuH3zpaBa
Poccun Ne 10941

4. By KOHTPOBHOTO (HAaZ30PHOT0) MEpPOMPUSITHS:

5. [laTa 3arioyiHeHusi IPOBEPOYHOTO JIUCTA:
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6. OOBEeKT TOCyZapCTBEHHOTO KOHTPO/sS (HazA30pa), B OTHOLIEHWM KOTOPOTO TPOBOJAWTCS KOHTPOJIbHOe (Ha30pHOE)
MEpOTIPUSITHE:

7. ®@amwius, uMsg U OTueCcTBO (MpM HA/JIWUMW) TpaXKJAaHWHA WM HWHAWBUAYA/JbHOTO TIpeANpUHUMATe/Is, €ero
WJeHTU(UKALIMOHHbI HOMEp Hajororviatejbliuka W (WId) OCHOBHOW TOCY[ApCTBEHHbIM PEruCTpaldOHHBIA  HOMep
VHJVBUYa/JIbHOTO TIpeJNpUHUMATe/s, aJpec perucTpauvd TpaKJaHWHAa WIA WHAWUBUAYAJBHOTO TMpeArpuHUMAaTers,
HavMeHOBaHWe OPUANYECKOTO JWlla, ero W/AeHTU(DHKAI[MOHHBIM HOMep HaJjioromnyiaTeabliMka W (WIKM) OCHOBHOU
rOCy/JapCTBeHHbIN PerUCTPAiMOHHBIA HOMep,  aJipec IOPUANUECKOTo Jiuija (ero ¢puivanos, MpeACcTaBUTeTbCTB, 000C00IeHHbIX
CTPYKTYPHBIX TTOZpa3zeeHun), IB/SIONXCSI KOHTPOJIUPYEMbIMU JIULIAMU:

8. Mecto (MecTa) MpoBeieHHWs KOHTPOJBHOIO (HAZ30PHOr0) MEPONpUSITUS C 3aro/IHeHHWeM TPOBePOYHOro JIMCTa:

9. PekBU3UTHI pemeHrsd KOHTPOJIBHOT'O (H&,Z[BOPHOI"O) OpraHa O IMpoBeAEHWN KOHTPOJIBHOT'O (H&,Z[BOPHOI"O) MEDPOIIpUATHA,
MoAIMMCAHHOI'O YIIOJITHOMOUYEHHBIM OOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOT'O (H&,EBOPHOI"O) OpraHa:

10. YueTHbIli HOMep KOHTPOIBHOTO (HaJ[30PHOT0) MEPONPUSITHS:

11. JomxHocTb, aMWivs WU WHULMAIBI JO/DKHOCTHOTO JIML]a KOHTPOJILHOTO (HaJ30pHOr0) OpraHa, B /[O/DKHOCTHBIE
00513aHHOCTU KOTOPOT'O B COOTBETCTBUHU C TOJIOKEHWEeM O BHjle KOHTPOJIS, ZAO/DKHOCTHBIM perjiaMeHTOM WIH JO/DKHOCTHOM
WMHCTPYKLMEeM BXOJUT OCYIlleCTB/IeHWe MOJTHOMOYMH T0 BUJY KOHTPOJs, B TOM UMCJ/ie MPOBeJeHre KOHTPOJIbHBIX (Ha/[30PHBIX)
MEepOTMPUSITHH, TIPOBOASIIETO KOHTPOIbHOE (HaZ30PHOE) MEPOIIPUSATHUE U 3all0/THSOIIEr0 TPOBEePOYHbIN JTUCT:

12. ToamnucH [O/DKHOCTHBIX JIUL] KOHTPOJBHOTO (HAZi30pHOTO) OpraHa, Y4yaCTBYIOLIMX B TIPOBeJE€HUM KOHTPOJIHOTO
(HaZ30pHOT0) MEPOTIPUSITUS:

(momkHOCTH, PaMUIUK U UHULMATIBI)
13. Tloamuch pyKOBOAUTENs] TPYIIbl AO/DKHOCTHBIX JIML KOHTPOJILHOTO (HAJ30pHOr0) OpraHa, ydyacTBYIOLIUX B
MPOBeJIeHNH KOHTPOJILHOTO (HaZI30pPHOI0) MEPOTIPUSATHUS:

(momKHOCTD, (haMUIUS U UHULUAIIbI)
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[Tpunoxxenue Ne 4

K TipuKa3sy PezepanbHOM CTy>KObI

TI0 Ha/I30py B C(hepe 3/ipaBOOXPAHEHUS
oT Ne

dopma

QR-kop,

IIpoBepoYHbIN JTUCT
(CIMCOK KOHTPOJIBHBIX BONPOCOB, 0TBETHI HA KOTOPbIe
CBH/IeTe/IbCTBYIOT 0 CO0/IIOIeHUH MJTA HeCO0/TI0JeHUH KOHTPO/IMPYeMbIM
JIMIOM 00513aTe/IbHBIX TPe00BaHMUil), HCNO0/Ib3yeMblid DeepabHON CTy)K00H
10 Ha/130py B cdepe 3/[paBOOXpPaHEHHUs U ee TEPPUTOPHAILHBIMHA
opraHamMH MpH OCyLIeCTB/IeHNH (eiepa/IbHOT0 rocy/JapCTBEeHHOro KOHTPO/IA (HaA30pa)
B cepe oOpaieHus IeKapCTBeHHBIX CPeJCTB
(YHMYTO)XKeHHe JIeKaPCTBEHHBIX CPeACTB /I MeJMIIHHCKOT0 MPUMeHEeHH)

1. HaumeHoBaHMe BUjla KOHTPO/S (HaZi30pa), BKAOUEHHOTO B eJUHBIM peecTp BUOB (e/lepasbHOrO TOCYAApCTBEHHOIO
KOHTpOJIsA (Hazi30pa): (emepasbHbIN roCcyAapCTBEHHBIA KOHTPO/Ib (Hazi30p) B cdepe obOpaiijeHus IeKapCTBEHHBIX CPe/ICTB.

2. HanMmeHoOBaHWe KOHTPOJILHOTO (Ha/J30PHOI0) OpraHa W peKBU3UThl HOPMATUBHOT'O TIPABOBOTO aKTa 00 yTBepKIAEeHUU
(OpMBI TPOBEPOYHOIO JIUCTA:
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3. CrnMcok KOHTDOJIBHBIX BOIPOCOB, OTPa)KAalOIIWUX CojJepkaHue o00si3aTenbHbIX TpeboBaHMIA, OTBETHI Ha KOTODbIE
CBU/IETE/ILCTBYIOT O COO/IO/IeHNH UM HeCcOOII0leHUU KOHTPOJ/IMPYEeMbIM JIMLIOM 00s13aTe/IbHbIX TpeboBaHUII:

n/m

CNHCOK KOHTPOJIBHBIX BOIIPOCOB, OTPayKaroIUX
coziep>kaHre 00si3aTe/IbHBIX TpeOoBaHUH

PekBu3uTHI
HOPMaTHBHBIX
MPaBOBBIX AKTOB, C
yKa3aHUeM UX
CTPYKTYPHBIX
e/IMHHI], KOTOPBIMH
yCTaHOBJIEHBI
00s13aTe/IbHbIe
TpeboBaHus

OTBeThI Ha BOIIPOCHI, coJiepyKalljrecs B Criicke KOHTPOJIBHBIX

BOITPOCOB

opraHu3aLys OITOBOU
TOPTOBJ/IX JIEKADCTBEHHBIMU
CpeZACTBaMHU [i/14
MeJULIMHCKOT0 TIPUMeHeHusT

O anreunas OpraHu3arys
KaK CTPYKTYPHOE
rofipas/iesieHye

MeJULMHCKOW OpraHu3alyu

OCYIIIeCTB/ISIOLL{E
PO3HUUHYIO
JIeKapCTBEHHBIMU
TrperapaTtamu I
MeMLIMHCKOTO

TIPUMEHEeHUS:

TOPTOBJIIO

D arrTeyHass OpraHuv3anys

O unpuBuayansHet
TIpeIIpPUHIMATE b

[0 obocobeHHbIe

ToZpa3jeneHus
(ambysaTopuw,
(denbaepckrie u
(besnblepCcKo-aKyiepeKme
MYHKTBI, L[EeHTPbI
(oTmenenus) ob1eit
BpaueOHO (cemeHOIT)

MIPaKTUKH),

MeJULTHCKIEe
OpraHu3aly 1 UX
060cobieHHbIe
TNoApasjeneHus
(ambOynaropuu,
(denpamIepckuie U
(henbIIEPCKO-
aKyIIepCKre MyHKTHI,
L|eHTPHI (OTe/IeHNs)
o0rrieti BpaueOHOM
(cemeiiHOI1) PaKTHKN),
PacIioJio>KeHHbIE B
CeNbCKUX Hace/eHHbBIX
MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT anTeuHble
OpraHM3aLn

[Iprmeuanue
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Aa HeT HENMpyMeHMO | Aa HeT HermpuMeHHNMO Aa HeT HeIrpruMeHHUMO

depepanbHbiii 3akoH 0T 12 ampesisi 2010 r. Ne 61-®3 «O6 obpaiijeHun ieKapcTBeHHbIX cpeicTB» (CobpaHue 3akoHOzaTebcTBa Poccutickoii ®eneparun, 2010, Ne 16, ct. 1815; 2022, Ne 13, cT.
1953) (manee - 61-®3); nocraHoeneHue IIpaBurensctBa Poccuiickori @epepauuu ot 15 centsops 2020 r. Ne 1447 «O6 yTBepxkaeHur T1paBUI YHAUTOXEHUST U3BATBIX (ha/ibCUPUIMPOBAHHBIX
JIEKAaPCTBEHHBIX CPE/ICTB, HeZI0OpPOKaueCTBEHHBIX JIEKapCTBEHHBIX CPEZICTB U KOHTPa(aKTHBIX JIeKapCTBeHHbBIX cpeAcTB» (CobpaHue 3akoHOzaTe bcTBa Poccuiickoii ®@enepaiyu, 2020, Ne 39, cT.
6039) (manee — ITpaBusa yHnutoxkenusi); Pemenne CoBeta EBpa3uiickod 3KOHOMUYeCKOW Komuccuu oT 3 Hosiopst 2016 1. Ne 80 «O6 yrBep>kaeHun [IpaBus Hajyiexkaieid AUCTpUOBIOTOPCKON
MPaKTHKA B paMKax EBpa3uiicKoro 3KOHOMHUYECKOTO COro3a» (oduimanbHb caiit EBpa3uiickoro 3KOHOMHUYecKoro coro3a http://www.eaeunion.org/, 21 Hosibpst 2016 r.) (manee - IlpaBusa

HaJ|jIeXallei [UCcTpubbIOTOPCKOM NPAKTUKH)

1 XpaHATCS M OTZeNbHO B CHelyaJbHOM noMellleHud | nmyHKT 82 [IpaBun
WM 30He, [JIOCTYII B KOTOpble OrpaHWueH, | Hajjexatei
NIPOMapKHpOBaHHEIE JIeKapCTBEHHBbIe CpeiCTBa, | AUCTPUOBLIOTOPCKOM
TipeJjHa3HaueHHbIe [1/11 YHUUTOKEHUS? TIPaKTUKU

2 W3bsin 5y Bnageney  QanbCUPULMPOBAaHHBIX | MyHKT 5  IlpaBun

JieKapCTBeHHBIX CpefCcTB u (W) | YHAUTOXKEHUsI
HeJl0OpOKaUeCTBEHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
M30/IMPOBal M Pa3MeCTUT B CIIeLMalbHO BblZe/IeHHOM
TIOMeIlleHWH  (30He) yKa3aHHble JieKapCTBeHHBIX
cpeactB B TeueHWe 30 [gHell CO [HSI BbIHEeCEHUS
pelLlIeHUs] yTIOJTHOMOYEHHOTO OpraHa 00 W3BATHH U
YHUAUTOXXEHUU?

3 YHUuUTOXU M BAajenel] (anbcuuipoBaHHbIX | OyHKT 5  [IpaBun
JieKapCTBeHHBIX CpeACTB u (W) | YHAUYTOXKEHUS;
Hel0OpOKAYeCTBEHHBIX ~ JIEKADCTBEHHBIX  cpeAcTB | myHKT 83 TlpaBun
V3bSIThIEe JIeKapCTBEHHble CpeJCTBAa B TeueHWe 6 | Hajjiexaiied
MecsiLieB co JHS BBbIHECEHUS pelLleHrsT | AUCTPUOBIOTOPCKON
YIIOJJHOMOUEHHOTO ~ opraHa 00  W3BSATUM U | MPaKTHUKH
YHUYTOXXEeHUU?

4 YHUUTOXAIOTCA M BjafenbLeM | nmyHKT 8, 10 IlpaBun
He[l00pOKaueCTBeHHblE  JIeKApCTBeHHble  CPEeZCTBA | YHUUTOXKEHUS;
CaMOCTOSATENBHO TPY COOJIOJIeHNH YCI0BUsl Hamuusi | myHKT 83  IlpaBun
JIMLIeH3UY Ha OCYLeCTB/IeHHe [|esaTeJbHOCTH 110 cOopy, | Haguexxarreit
TPaHCIOPTUPOBaHUIO, 0bpaboTke, YTUM3ALWH, | JUCTPUOBIOTOPCKOMN
00e3BpeXXUBaHMIO, pa3MelleHuo oTxomoB [ - IV | mpakTuku
K/1aCCOB OMACHOCTU?

5 VMeercss /M1 [OroBOp Ha YHUUTOXeHUMe Mexny | nyHKT 8, 11 IlpaBun

BiajenbleM (panbCUUIMPOBAHHBIX JIeKapCTBEHHBIX
CpPeACTB U OpraHu3aliuell, uMerolllell ULeH3UI0 Ha
OCYyLLeCTB/IeHHE JleATeNIbHOCTH o cbopy,
TPaHCIIOPTUPOBaHUIO,  00paboTKe,  yTUIW3ALUH,
00e3BpEXKUBAHUIO, pa3MeleHni0 oTxofmoB I - IV

YHUUTOXeHWS
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K/1aCCOB OINACHOCTHU?

CocraBnsieTcs m aKT 06 YHUUTOXKEeHHUU
(hanbCUGUIMPOBAHHBIX JIEKAPDCTBEHHBIX CPEACTB, U
(nm) He100poKaueCTBeHHBIX JIeKapCTBeHHbIX
cpeAcTB, W (WiM) KOHTpadaKTHBIX JIeKAapCTBEHHBIX
CpeJiCTB C YKa3aHUeM:

laTa ¥ MeCTO YHUUTOXKEHUsS JIeKapCTBEHHbIX
CpeACcTB

¢amuMs, WM, OTUecTBO (NIPM HaIW4WM) JIMLA
(JyturT), IpUHUMaBLIEro (MMPUHMMABIIMX) yYacThe B
YHUUTO)XEHUM JIeKapCTBEHHBIX CPEe/ICTB, MeCTO
paboThI U I0/DKHOCTD

000CHOBaHWE  YHUYTOXKEHUsI
CpeACcTB

JIEKAPCTBEHHbIX

cBefleHWss 00 YHUUTOXXEHHBIX JIeKapCTBEHHBIX
cpeJcTBax (HaMMeHOBaHUe, JieKapCTBeHHast (hopMa,
JIO3VIDOBKa, €[VHULIbI W3MepeHMs, CepHs) U UX
KOJIMYeCTBe, a TAKKe O Tape WU yrakoBKe

HavMEeHOBaHUE TIPOW3BOJUTENS  JIeKapCTBEHHBIX
CpefCcTB

CBefIeHUs 0 Biajiesiblie IeKapCTBeHHBIX CPe/ICTB

crioco6 YHUUTOXKeHUWS JIEKApCTBEHHbIX CPe/CTB

nyHKT 12 TlpaBun
YHUUTOXXEeHHUS

CocTtaB/ieH /M aKT 00 YHUUTOXEHUM B /[IeHb
YHUUTOXKeHus (haibCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/iCTB, u (unn) Hel00pOKaueCTBEHHBIX
JIEKapCTBEHHBIX CPEeACTB, W (WIH) KOHTpPadaKTHBIX
JIEKAPCTBEHHBIX CPeJICTB?

nyskr 13 IlpaBun
YHAYTOKEeHUsI

IMopnucan nu akT 00 YHUUTOXKEHWH BCEMH JIMLIaMU,
MIPUHUMABLIMMH y4yacTHe B YHUUTO)K€HUH YKa3aHHbIX
JIEKApCTBEHHBIX CPe/CTB?

nyskT 13 IlIpaBun
YHAUTOKEeHUs

3aBepeH M aKT 00 YHWUTOXKEHUH II€YaThHO
OpraHM3aLyy, OCyII[eCTBUBLIEH YHAYTOKEeHHe
JIEKaPCTBEHHBIX CPeJICTB?

nyHkt 13 IlpaBun
YHUUTOXXEeHUSs

10

[IpesncTaBnsieTcst /1M 3aBepeHHass KOmMMs akrta o0
YHUUTOXKEHWUU JIeKapCTBEHHBIX CPEeZICTB, B TeueHHe 5
pabounx JAHEH CO [JHS €ero COCTaBJAeHUs? WU B
TeueHne 5 pabouux [AHEW CO JAHSA ero IOJyYeHus
BJIafieIblIeM YHUUTOXKEHHBIX JIeKAPCTBEHHBIX CPeZICTB
B YIOJTHOMOUEHHBIM OpraH C WUCI0JIb30BaHUEM
37IeKTPOHHBIX CPEJICTB CBSI3U

nyHkT 14 IlpaBun
YHAYTOKEeHUsI

11

Hpe,ZLCTaBJ'IHeTCH JIN 3aBe€peHHas KOIIUA dKTa 00
YHUUTOXXEHHHK JIEKAPCTBEHHLIX CpPe/iCTB B TeUyeHue 5

nyHkT 14 IlpaBun
YHUYTOKEHUSI
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pabounx [HeH CO AHS €ro MOJyuyeHUs BJaJie/iblieM
YHUUTOXKeHHBIX JieKapCTBeHHBIX CpeacTB B
VIO/THOMOYEHHBId ~ OpraH  C  HCIO/b30BaHUEM
3/IEKTPOHHBIX CPeZICTB CBSI3U?

4. By KOHTPOBHOTO (HaZj30PHOT0) MEPOTPUSITHS:

5. [laTa 3ario/iHeHust IPOBEPOYHOTO JIUCTA:

6. OOBEeKT TOCyZapCTBEHHOTO KOHTPO/s (HazA30pa), B OTHOLIEHWM KOTOPOTO TPOBOJAWUTCS KOHTPOJIbHOe (Ha30pPHOE)
MEpOIIPUSITHE:

7. @®amunus, UMS W OTYECTBO (MPU HaJIUUMW) TpPaKJaHWHA WIA WHWBUYaJbHOrO MpeANpUHUMATENS, €ero
WJeHTU(UKALIMOHHbI HOMep Hajoromviatenbliuka W (Wid) OCHOBHOW TOCYJApCTBEHHbIM PEruCTPalMOHHBIA HOMep
VWHAVBUYA/JbHOTO TIpeJNpPUHUMATe/s, aJpeC perucTpalyd TpaKJaHWHAa WIA WHAWBUAYAJBHOTO TpeArpuHUMAaTess,
HavMeHOBaHWe OPUAUYECKOTO JHlla, ero HWAeHTU(DHKAI[MOHHBIM HOMep HaJjioromnyiaTesabliMka YW (WIKM) OCHOBHOU
rOCy/JapCTBeHHbIN PerUCTPAjMOHHBIA HOMEp,  afipec IOPUANUECKOTo Jiuija (ero ¢puivanos, MpeACcTaBUTeTbCTB, 0600C00IeHHbIX
CTPYKTYPHBIX TOZpa3zeieHuni), IB/ISIOMINXCS. KOHTPOJIUPYEeMbIMU JIULIAMU:

8. Mecto (mecta) TIpOBefieHHSI KOHTPOJILHOTO (Ha/I30PHOTO) MEpOIpUSTUsS C 3arllojiHeHHeM IIPOBEPOYHOr0 JIMCTa:

9. PekBH3UTHI pellleHUs1 KOHTPOJILHOTO (HaZI30pHOr0) OpraHa O MPOBeleHUM KOHTPOJBHOTO (Ha/I30PHOT0) MEepONpUSITHS,
MOAMMCAHHOTO YTIOJTHOMOYEHHBIM /I0/DKHOCTHBIM JIML[OM KOHTPOJIBHOTO (HaZI30PHOT0) OpraHa:

10. YueTHbIli HOMep KOHTPOJILHOTO (Ha/[30pHOI'0) MEPOIPHUSTHUS:

11. JomxHOCTb, aMWIvs WU WHULMAIBI JO/DKHOCTHOTO JIML]a KOHTPOJILHOTO (HaJ30pHOI0) OpraHa, B /[O/DKHOCTHBIE
00513aHHOCTU KOTOPOTO B COOTBETCTBUU C TOJIOKEHWEeM O BHjle KOHTPOJIS, ZO/DKHOCTHBIM perjiaMeHTOM WIH JO/DKHOCTHOMU
WMHCTPYKILMEeN BXOJAWUT OCYIlleCTB/IeHWe TMOJTHOMOYMHI 0 BUJY KOHTPOJs, B TOM UMCJ/ie MpOBeJjeHue KOHTPOJIbHBIX (Ha/[30PHBIX)
MepOMPUSITHH, TIPOBOASIIETO KOHTPOIbHOE (HaZ30PHOE) MEPOIIPUSATHE U 3allO/THSIIOIEro TPOBEPOYHbIN JTUCT:
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12. Tlopgmycy [OJDKHOCTHBIX JIML, KOHTPOJIBHOTO (HAZA30pPHOI0) OpraHa, y4acTBYKOIIMX B NPOBEJE€HHWHA KOHTPOJIBHOTIO
(HaA30pHOr0) MEPOIPUSTHS:

(momxHOCTH, (PaMUTMK Y UHULUATIBI)
13. Tlogmuce pykoBoAuWTeNsl TPYNMbl JOJ/DKHOCTHBIX JIML, KOHTPOJIBHOTO (HAJ30pHOr0) OpraHa, Y4YaCTBYHOLUX B
MPOBeJIeHUH KOHTPOJILHOTO (Ha/I30pPHOI0) MEPOIIPUSTHUS:

(ZomKHOCTD, (haMIUITHST ¥ THULIAAITBI)
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ITpunoxenue Ne 5

K TipuKa3sy PefiepanbHOM CTy>KObI

TI0 HaJ30py B cepe 37paBoOXpaHeHust
oT Ne

dopma

QR-kop,

ITpoBepoYHbIii JINCT
(CIMCOK KOHTPOJIBHBIX BONPOCOB, 0TBETHI HA KOTOPbIe
CBH/IETe/IbCTBYHOT 0 COO/IIOIeHUH WJTH HeCO0/TI0JeHHH KOHTPO/IMPYeMbIM
JIMIOM 00s13aTe/IbHBIX TPe00oBaHHUil), HCIO0/Ib3yeMblid DejepabHON CTy)K00H
10 Ha/;30py B cdepe 3[paBOOXpPaHEHUs U €€ TEPPUTOPHAILHBIMHU
OpraHaMu NpH OCyIIecTB/IeHNH (pe/jepasbHOro rocyAapCTBEHHOr0 KOHTPO,Is1 (Haj30pa) 3a odpalljeHueM JieKapCTBeHHbIX
CPeACTB /1A MeMIIHHCKOT0 MPUMeHEeHHs
(M3roTOB/IEHHE JIEKAPCTBEHHBIX CPEACTB /1A MeJUI[HHCKOT0 MPUMeHEeHH)

1. HaumeHOBaHMe BWjla KOHTpPO/s (HaZi30pa), BKAOUEHHOTO B eJUHBIN peecTp BUOB (e/epasbHOIO TOCYAApCTBEHHOTO
KOHTpOJIsA (Hazi30pa): (emepasbHbIN roCyAapCTBEHHBIM KOHTPOIb (Hazi30p) B cdepe obOpailjeHHs IeKapCTBEHHBIX CPe/ICTB.
2. HaumeHOBaHHe KOHTPOJILHOTO (HA/[30PHOT0) OpraHa M peKBHU3UThl HOPMAaTHMBHOI'O TPaBOBOTO akTa 00 yTBepKAeHUH



(OpMBI TTPOBEPOYHOTrO JIUCTA:

55

3. CnMCOK KOHTPOJIbHBIX BOIMPOCOB, OTPa)KaloLUX Cojiep)kaHue 00si3aTe/lbHbIX TpeOOoBaHWM, OTBeThl Ha
CBUZIETETLCTBYIOT O COO/MIO/IeHHH WX HecoOI0ZileHU KOHTPOIMPY€EeMbIM JIULIOM 00si3aTelbHbIX TpeboBaHMiA:

KOTOpbIe

n/n

CHMCOK KOHTPOJ/IbHBIX BOIIPOCOB, OTPakaroLUX
coziep>kaHre 00si3aTeNIbHBIX TPeOOBaHHH

PexkBu3uTEI
HOPMaTUBHBIX
MPaBOBBIX AKTOB, C
yKa3aHUEeM UX
CTPYKTYPHBIX
e/IUHHUL], KOTOPBIMHU
yCTaHOBJIEHBI
00s13aTe/IbHbIe
TpeboBaHus

OTBeTbI Ha BOIIPOCHI, CcoZiepyKalljuecs B Crircke KOHTPOJIbHBIX

BOITPOCOB

opraHu3aLus ONTOBOU
TOPrOBJ/IN
JIEKapCTBeHHbIMH
CpeZCTBaMHU [ijist
MeIWUL[UHCKOT 0
TIpYMEeHeHWs

O anreunas OpraHu3alus
Kak CTPYKTYPHOE
nozipasfiesieHue
MeJULIMHCKOU
opraHusanuu

OCYIIIeCTB/ISIIOLL{IE
PO3HUUHYIO TOPrOBIIIO
JIeKapCTBEHHBIMH
Triperapatamu JUIst
MeIULMHCKOT O
TIpYMeHeHUsI:

D afnTeyHad OpraHu3anud

O unauBuayansHe
TipeArNpUHUMaTe/b

[0 obocobeHHbIe

ToJjpaszeneHus
(ambysatopuw,

¢denpamepckue u
¢enbaiepcko-

aKyILepcKye MYHKTHI,
LIeHTPBI (otaenenus)
obwieit BpaueOHOM

(cemeliHO) NIPaKTHUKN),

MeJHLMHCKIEe OpraHy3alyu
1 ux 0bocobsieHHbIe
MOZIpa3/ieieHust
(ambynatopuw,
¢enbamepckue u
(enbaiepcko-akyIepckue
MYHKTBI, LIeHTPHbI
(oTmenenust) obei
BpaueOHOM (cemMeliHOok)
MPaKTHUKK), PACTOJIOKEHHbBIE
B CE/TbCKHMX HACEJIEHHBIX
IyHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeUHble
OpraHu3aLyu

[Iprmeuanue
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Aa HeT HENpyuMeHMO | [ad HeT HerpuMeHuMo Aa He HeNprMeHNMO
T

depepanbHbIi 3akoH oT 12 ampesisi 2010 r. Ne 61-®3 «O6 obparijeHun ieKapcTBeHHbIX cpecTB» (CobpaHue 3akoHOzaTebcTBa Poccutickoit ®epeparun, 2010, Ne 16, ct. 1815; 2022, Ne 13, cT.
1953) (ganee - 61-®3); IIpuka3 MunucrepcTBa 31paBooxpaHenust Poccuiickoit @eneparuu ot 26 oktsa6pst 2015 r. Ne 751H «O6 yTBepsKeHHH MpaBH/I U3rOTOBJIEHHS U OTIYCKA JIeKapCTBEeHHBIX
TIpernaparoB AJsi MeJUIMHCKOTO TIPUMeHeHUsI alTeuyHbIMA OpraHW3alusMH, WHAWBHAYAIbHBIMU TPeATPUHUMATeSIMY, HMMEIONMMH JIMLeH3WI0 Ha (apMaljeBTUYeCKyIo JAesTeTbHOCTb»
(3apeructpupoBad MunncTepcTBoM roctriun Poccriickori ®epeparpu 21 anpesist 2016 r., peructparpionssiid Ne 41897) (nanee — nprkas Munszgpasa Poccun Ne 751H)

1. Wcnonb3yroTess 1 apMarieBTHUeCKre CyOcTaHUWM, | MyHKT 3 TpUKasa
BK/TIOUEHHbIe B roCyJ,apCTBEHHBIN peectp | MunszapaBa Poccun
JIeKapCTBEHHbIX cpefcTB  Asig MeJuLMHCKOro | Ne 751H

TpUMEeHeHHs1 TIpU  U3TOTOBJIEHUM  JileKapCTBEHHBIX
rperapaTos?

2. Onpefensiercsi 4 COOTBETCTBUME  TpeOOBaHWsIM | MyHKT 4  MpuKasa
(hapmMakomerHOW CTaTbM KaueCTBO W3rOTOBJeHHOro | MuH3apaBa Poccun
JIEKAPCTBEHHOr0 Tiperapara, Jubo B cayuae ux | Ne 751H
OTCYTCTBUSI - JIOKyMeHTa B 00/1aCTU KOHTpOJIs
KauyecTBa, Cofep)<alliero TpeOOBaHUS U METO/bI
onpezeseHust KauecTBa WU3TrOTOBJIEHHBIX
JIeKapCTBEHHBIX MpernaparoB?

3. ObecrieyeHa JIM1 WCTIPAaBHOCTb M TOYHOCTH CPeJCTB | MyHKT 5 TIpHUKasa
V3MepeHul, TpeJly CMOTPEeHHBIX HOpMaTWBHOY, | MuHn3zgpasa Poccuu
TeXHUUeCKOW JoKyMmeHTaluell mipousBoautensi u | Ne 751H
COOTBETCTBYIOIIMX TPeDOBAaHUSM K VX TTOBEPKe U (MJTH)
KanmOpOBKe, TIpelyCMOTPEHHbIM cTaThsiMu 13 u 18
®ezepanbHOro 3akoHa oT 26 uroHs 2008 r. Ne 102-D3
«006 obecrieueHUH e/IMHCTBA V3MepeHui»,
WCTIONb3yeMbIX TIPU  W3TOTOBJIEHMM U KOHTpOJIe
KauecTBa JIeKapCTBEHHBIX IIpenapaToB, a Takke
PEeryJsipHOCTh WX MMOBEPKH U (W/IK) KanuOpOBKHU?

4. YKasplBalOTCSl /M HaUMeHOBaHWe JIeKapCTBEHHOrO | MyHKT 6  IpUKasa
CpefCTBa, Jara 3aro/IHeHNs niraHrigaca | MunszapaBa Poccun
JIeKapCTBEHHbIM CpPeJCTBOM, Jara OKOHuaHusi cpoka | Ne 751H
rogjHocT (rofieH Jo ), TIOANWCH JIWILA,

3art0/IHMBIIEr0 MTAHI/IAC W MOATBepXKAaroiero, 4YTo B
ITaHr/ace COZIepPXKUTCA HUMEHHO YKa3aHHOe
JIEKapCTBEHHOE CPEeJCTBO Ha Bcex 0aHKax WM
(hirakoHax C MpUTEepPTOH NPOOKoii (fasee - ITaHI/IaC), B
KOTOPBIX XPAHSTCS JIEKapCTBEHHbIE CPE/ICTBA?

5. YKa3blBaeTcsl  JIM JIOTIOJIHUTENBHO «/Iisi MHBEKIMH» | MyHKT 6  MpukKasa
Ha IITaHrJacaxX C JIeKApCTBEHHbIMU cpejcTBamy, | MunsgpaBa Poccuu
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npe/IHa3HAYEHHBIMU [I/I1 U3TOTOBJIEHUSI PACTBOPOB [IJIs1
WHBEKIUN U UHQY3UA?

Ne 751H

OOecreunBatOTC  JIM  INTAHIVIAChl € KUJKUMHU
JIeKapCTBEeHHbIMK ~ CpeJCTBaMM  KarjleMepamu — WIu
MUMeTKaMd € 0DO3HAUeHWeM UHhC/Ia Kameib B
orpe/ie/ieHHOM 00beMe WM Macce?

IyHKT 6 IIpuKasa
Munsgpasa  Poccuu
Ne 751H

Ocy1ijecTB/sI€TC 1 U3TOTOBJEHHE JleKapCTBeHHbIX
TperiapaToB B YCJIOBUSX, OTBEUAOLUX CAHUTApHO-
3MH/IeMHOTIOTMYeCKIM TpeOoBaHUsIM?

NyHKT 7 [pUKasa
MunsgpaBa Poccun
Ne 751H

[TpousBoOAATCA M BCe 3allUCH TPH W3TOTOB/IEHUM
KOHIIEHTPUPOBAHHBIX PacTBOPOB, MOJy(habpHKaToB,
JIeKapCTBEHHBIX TIPErapaToB B BHZE BHYTPUANTeYHOU
3arOTOBKM U (DacoBKe JIeKapCTBEHHBIX IPENapaToB B
)KypHasle 1abopaTopHbIX M (pacoBOUHBIX paboT
(MpoHyMepoBaHHBIH, TIPOIIIHYPOBAHHBIN u
CKpeTlIeHHbII TIO/ITIUCBIO DPYKOBOJUTEJST),
odbopmisieMoM Ha OyMaXHOM HOCWTele WIA B
3/IEKTPOHHOM BH/Ie C yKa3aHWeM JAaThl U MOPsSiIKOBOTO
HOMepa TIPOBeJIeHUsI KOHTPOJ/IsI BbIJAHHOIO B paboTy
JIEKapCTBEHHOTO CpeZiCTBa (CBIPbs1); HOMepa Cepuw;
HAMMEHOBAHMsI JIeKapCTBEHHOI'O CpefCTBA (ChIpbs),
e/IUHULIb] U3MepPeHHs], KOJMYeCcTBa, PO3HUUHON IieHBbl,
CyMMa pO3HUYHasi (B TOM UMC/ie CTOMMOCTDb ITOCYABI);
TOPSIAKOBOTO HOMepa pacdacoBaHHON TPOAYKLMHU,
eIMHUL{bl M3MepeHus], KOJIMUeCcTBa, PO3HUYHOM LieHbl,
CyMMBI ~ DO3HHYHOM, B  TOM  UHCIe  Jjid
Tab/eTUPOBAaHHBIX  JIEKAPCTBEHHBIX  IIpernapaToB,
JIEKapCTBEHHBIX TIperapatoB B (opMe IOPOIIKOB,
[IO3UPOBAHHBIX  JKUJKUX  JIeKapCTBEHHBIX  (hOpM,
OTK/IOHEHWe; TOANMCH  JMIja,  pacacoBaBIlero
JIeKapCTBEeHHOe Cpe/iCTBO  (ChIpbe);TIOATNCH  JIULIa,
TIPOBEPHBLIIETO pacacoBaHHOe  JIeKapCTBEHHOE
cpeAcTBO (ChIPhe), IaThl 1 HOMepa aHasi3a?

IyHKT 7 TIpUKasa
MunsgpaBa  Poccun
Ne 751H

OcCylecTBIsI€TCA /M~ YIAKOBKA  W3TOTOBJEHHBIX
JIEKAaPCTBEHHBIX ITPeIapaToB B 3aBUCUMOCTH OT (DOPMbI
U criocoba MpUMeHeHHs1 JIEKAPCTBEHHOT'0 Mpernapara’?

MyHKT 8 mpukasa
MunsgpaBa  Poccun
Ne 751H

10.

OcyljecTBisieTcss /a4 B IIpoljecce  YIAKOBKU
M3TOTOBJIEHHBIX JIeKapCTBEHHBIX NperiapaToB NpoBepKa
obero BU/ia YTIaKOBKH, MPaBU/IBHOCTH
WICII0/Ib30BaHMUs yTIaKOBOUHBIX MaTepHasos,
MapKHPOBKH YTIaKOBKU?

NyHKT 8 mpuKasa
MunsgpaBa Poccun
Ne 751H

11.

YNakKOBBIBAlOTCSA  JIU JIEKADCTBEHHbIE  TIpe€r1iaparThbl,
H3T0TOBJ/IEHHbBIE B CpopMe IMOPOIIKOB B dCeIlITHUYeCKUX

MyHKT 8 1IpHKasa
MunsgpaBa Poccun
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YCJIOBUSIX, CTEPU/IbHBIE U aCelITUYeCKU U3rO0TOB/IE€HHbIe
JKUJKHe JleKapCcTBeHHble (DOpMbI, IJla3Hble Masu B
CTEpWIBHYIO YIIaKOBKY?

Ne 751H

12. | YTNakoBBIBAIOTCS JIM MasW B IIMPOKOropjble OaHKW, | MyHKT 8 MpHKasa
KOHTelHepbl, TyObl U /Ipyrue eMKOCTH, yjo0Hble s | Mun3gpaBa Poccun
WCII0/Ib30BaHusA? Ne 751H

13. | YmakoBbIBalOTCS JIM XKU/KHMe JieKapCTBeHHbIe ()OPMBI B | MyHKT 8  TIpHKasa
IIJIOTHO 3aKPbIBAIOLL{ECs eMKOCTH? Munsgpasa Poccun

Ne 751H

14. | YNakoBBbIBAIOTCA J1 CYIIIIO3UTOPUU B | MyHKT 9 TIpuKa3a
VH/IMBH/yalbHY0 TIEpBUYHYIO0 YTaKOBKY U MoMeniaroT | MunH3zapaBa Poccun
BO BTOPUYHYIO yTNaKOBKY (KOPOOKY W/IM TaKeT)? Ne 751H

15. CobmofaroTcst M TIpaBWia  M3rOTOBJeHUs | MyHKThI 10 -13
JIeKapCTBEHHBIX IperiapaToB B (popMe MOPOILIKOB? npuvkasa MwuH3gpaBa

Poccun Ne 7510

16. | Cobsoparorcst i rpaBuia WU3TOTOBJIEHUS | MyHKTHI 14 -18
JIeKapCTBEHHBIX IpenapatoB B ¢opMe TpUTypaLuk | mpukasa MuH3zipaBsa
roMeonaTuuecKux? Poccun Ne 7510

17. | CobmogaroTcs m rpaBuIa WU3TOTOBJIEHUS | MyHKTHI 19 -23
JIEKapCTBEHHBIX ~ TIpernapaToB B  (opme rpaHyn | mpukasa MwuH3zapaBa
rOMeonaTuyecKux? Poccun Ne 7511

18. | CobmogaroTcst /1 OCOOEHHOCTM — W3TOTOBJIEHUS | MYHKTHI 24 -28
JKUJIKUX JIeKapCTBEHHBIX (opm? rnpukasa MuH3/pasa

Poccuu Ne 751H

19. | CobmopgaroTcs M OCOOEHHOCTH — W3TOTOBJIEHMS | MYHKTHI 29 -35
JKUZKUAX ~JTIeKapCTBeHHBIX (OpM Macco-oObeMHBIM | TpriKasa MuH3paBa
MeTozoM? Poccuu Ne 7510

20. | CobsopmaroTrest M ripaBu/ia W3rOTOB/IEHUS | MYyHKTHI 36 -38
KOHLIEHTPUPOBAHHBIX PaCTBOPOB? npukasa MuHnszpasa

Poccuu Ne 7511

21. | CobsoparoTcst M TpaBUia W3TOTOBJEHUS JKUIKUX | MyHKTHI 39 -41
JIeKapCTBEHHBIX ()OPM, COZIep’Kall[iX apOMaTHbIe BOAbI | MpUKa3a MwuH3/paBa
B KaueCcTBe paCTBOPUTEISA? Poccun Ne 7511

22. | Cobmopaetcst m passefieHUe CTaHJapTHBIX | IYHKT 42
(hapMakonelHbIX pacCTBOPOB? npuvkasa MwuH3gpaBa

Poccuu Ne 7511

23. | CobsroparoTcst M TpaBUIa W3TOTOBJIEHUS JKMJKUX | MyHKThI 43-48

JIeKapCTBEHHBIX (DOPM Ha HEBOZHBIX PACTBOPUTEISIX?

npukasa MuH3apaBa
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Poccyun Ne 7511

24. | CobmoparoTcst M MpaBWia M3rOTOBJIEHUs] PaCTBOPOB | MYHKT 49
BBICOKOMOJIEKY/ISIDHBIX BeLL[eCTB? npukasa MuH3pasa
Poccuu Ne 7511
25. | CobsroaroTcst v TpaBy/ia H3rOTOBIEHUS Karesib? MyHKT 50
npukasa MuH3apasa
Poccuu Ne 7510
26. | CobmoparoTcst aM TpaBWa M3TOTOB/MEHHsT BOJHBIX | MYHKTHI 51 -56
V3B/IeYeHUH W3 JIeKapCTBEHHOTO pacTUTeNbHOrO | MpuKasa MuH3zpaBsa
ChIpbsi? Poccuu Ne 7511
27. | CobmofaroTcst M TIpaBW/Ia U3TOTOBJIEHHSI PAaCTBOPOB | MYHKT 57
3alUIeHHbIX KOJUIOUOB? nprvkasa MwH3[paBa
Poccuu Ne 7511
28. | CobsrofaroTcst /v IpaBUia  W3TOTOBJIEHUS CYCIeH3WH | MyHKTHI 58 -61
Y SMYJIbCUIA? rnpukasa MuH3jpasa
Poccuu Ne 751H
29. | CobsroparoTcst iu TpaBuia M3rOTOBJIEHUsI PACTBOPOB | MYHKTHI 62 -64
romMeornaTHuecKrX ¥ pa3BeJileHui roMeonaTuyeckux? npuvkasa MwH3gpaBa
Poccuu Ne 7511
30. | CobmojaroTcst M TpaBWIa W3rOTOBJIEHUS | MYHKTHI 68 -69
roMeornaTiyecKux Karejb? rpuvkasa MwuH3paBa
Poccuu Ne 7510
31. | Cobnmrogarotrcss i MpaBuiIa W3roTOBJIeHUs | MyHKTHI 70 -71
roMeonaTuuecKux CUpONoB? npukasa MuH3pasa
Poccuu Ne 7511
32. | CobmofaroTcst /M MpaBWa W3TOTOBIEHUST HACTOEK | MYHKTHI 72 -75
roMeornaTHyecKux MaTpUYHBIX u JKUJIKUX | TpuKasa MuH3zpaBa
roMeornaTHyecKux pasBefieHuil (ro 'anemaHy)? Poccuu Ne 7510
33. | Cobusroparorcst v 0COOEHHOCTH M3TrOTOBIEHUS Ma3el? | MyHKThI 76 -77
rpuvkasa MwuH3paBa
Poccuu Ne 7511
34. | CobsrofaroTcst T4 MpaBy/ia M3rOTOBJIEHHUSI TOMOT€HHBIX | TIYHKT 78
Masen? npukasa MwuH3[paBa
Poccuu Ne 7511
35. | CobmoparoTrcst M MpaBWIa WU3rOTOBJIEHUS | MYHKT 79
CYCIeH3UOHHBIX Ma3eii? npuvkasa MwuH3gpaBa
Poccuu Ne 7511
36. | CobmogaroTcst i MpaBWiIa U3rOTOBJIeHUs | MyHKT 80
9MYJ/IbCHOHHBIX Ma3en? npukasa MwuH3[paBa
Poccuu Ne 7511
37. | Cobumogatorcs 1 rpaBu/ia WU3rOTOBJIeHUs | MyHKT 81

KOMOMHHPOBaHHBIX Ma3ei?

npuka3a MwuH3paBa
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Poccyun Ne 7511

38. | CobmoparoTcst /i MpaBuia WU3rOTOBJIEHUS | MyHKTHI 82 -84

roMeornaTUUeCcKUX mMaszei? npykasa MuH3npaBa
Poccnn Ne 7511

39, | CobmogaroTcss M TIpaBWIa WU3rOTOBJIEHUS | MyHKTHI 85 -86

roMeornaThyecKoro macma? npukasa MwuH3[paBa
Poccun Ne 7510

40. | CobmopaoTcsi M1 OCODEHHOCTM — W3TOTOBJIEHUS | MYHKT 87

CYyIIO3UTOpHEB? npukasa MwH3[paBa
Poccun Ne 7510

41. | Cobmoparorcsi 1 0CODEHHOCTM — W3TOTOBJIEHWS | MYHKT 88

roMeonaTUYeCcKUX CyIro3UTOpUeR? npukasa MwuH3[paBa
Poccuu Ne 751H

42. | CobmojatoTesi 1 TpaBUiIA WU3rOTOBJIEHUS | MYHKT 89

CYMIO3UTOPUEB MeTO/IOM BbIKATHIBAHUS? nprvkasa MwH3paBa
Poccun Ne 7511

43. | CobmopatoTcss M TIpaBWIa W3rOTOBJIeHUs | MyHKT 90

CYTIO3UTOPHEB METO/[OM BbUIMBAHUSA? npukasa MwuH3[paBa
Poccuu Ne 7511

44. | Cobmopaorcsi 1 0CODEHHOCTM — W3TOTOBJEHWS | MyHKTHI 91 -92

JIeKapCTBEHHBIX (JOPM B aCeNTUYECKUX YC/IOBUSIX? nprkasa MwH3[paBa
Poccun Ne 7511

45. | CobmrofaoTcss /i TpaBWU/IA U3rOTOBJIeHUsT | MyHKTHI 93 -100
VHBEKI[MOHHBIX W WH(QY3WOHHBIX JIeKapCTBEHHBIX | mpuKkasa Ne 751H
dhopm?

46. | CobmojaroTcss /4 TIpaBUIa ocobenHocTH | TyHKT 101
V3rOTOBJIEHWST ~ UHBEKLMOHHBIX  IOMeONaTH4eCKUX | Mpukasa MwuH3[paBa
pacTBOPOB? Poccuu Ne 751H

47. | CobmoparoTcsi /M TIpaBWIa n3rotossieHus | MyHKTHI 102 - 106
o(TasEMOIOTIUeCKUX JIeKapCTBeHHBIX hopM? npukasa MwH3paBa

Poccuu Ne 7510

48. | Cobmoparorcsi 1 0CODEHHOCTM — WM3rOTOBJIeHWs | MyHKTH 107 - 108

[/1a3HbIX FOMeONaTUUeCKUX Karesb? rnpukasa MuH3pasa
Poccuu Ne 751H

49. | CobmojaroTcs /M MpaBWa W3rOTOBJEHMs TIJIa3HBIX | MyHKTHI 109 - 111
Mazen? npukasa Ne 751H

50. | CobmofatoTcst /M TIpaBWJIa U3rOTOBJIEHUs | MyHKTHI 112 - 114
JIeKapCTBEHHBIX  ()OpM,  TpeAHa3sHAueHHBIX /s | MpUKa3a MwuH37paBa
JieueHUst HOBOPOXK/JIeHHBIX JleTelt U fleTeit 0 1 ropa? Poccuu Ne 7511

51. | CobmoparoTcst M1 MpaBWIa WU3rOTOBJIEHUS | MyHKT 115

JIeKapCTBEHHBIX (OPM C aHTUOHOTHKAMH?

npukasa MuH3apasa
Poccuu Ne 7511
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52. | OcyiecTBsieTcst Jm KOHTPOJIb KauecTBa | MyHKThI 116 - 117
JIeKapCTBEHHBIX MpernaparoB? rnpukasa MuH3pasa
Poccuu Ne 7511
53. | OcyliecTB/asieTcs i MPUeMOYHbIN KOHTPOJIb? nyHKThI 118 - 119
npykasza MuH3apaBa
Poccuu Ne 7510
54. | OcyuiecTBsieTcs 1 MUCbMeHHBIA KOHTPOJIb? nyHKThI 120 - 123
npuvkasa MwuH3paBa
Poccuu Ne 7511
55. | Ocy1iecTB/IsSeTCs I OIPOCHBIM KOHTPOJIb? MyHKT 124
npukasa Munszpasa
Poccuu Ne 7511
56. | OcyliecTBisieTcs MM OpraHo/IeNTUYeCKUii KOHTPOJIb? MyHKT 125
npuvkasa MwuH3paBa
Poccuu Ne 7511
57. | OcyuectBsieTcst 1 (pr3nUecKuil KOHTPOJIb? MyHKTHI 126 - 128
npukasa MuHnszpasa
Poccuu Ne 7511
58. | OcyiecTBisieTcs M1 XUMAYeCKU KOHTPOJIb? NyHKTBI 129 - 134
npuvkasa MwuH3paBa
Poccuu Ne 7511
59. | Cobusroparorcst v TpeOOBaHUS K KOHTPOJ/IIO KauectBa | MyHKTHI 135 - 139
CTepUJIbHBIX PaCTBOPOB? npukasa MuHnszpasa
Poccuu Ne 7510
60. | OcyuectBiasieTcs /M KOHTPOJb IPU  OTIycKe | MyHKT 140
JIeKapCTBEHHBIX MperapaToB? npukasa MwuH3[paBa
Poccuu Ne 7511
61. | CobusroparoTcst U TpaBUIa OTIYCKAa W3TOTOBJEHHBIX | MyHKT 141
JIEKapCTBEHHBIX MperapaToB? npukasa MwH3[paBa
Poccuu Ne 7511
62. | CooTBeTCcTBYyeT MapKHpOBKa OTMyCKaeMbIX | MyHKT 142
JIeKapCTBEHHBIX TiperapaToB TpeboBaHuUsM, | MpHKa3a MUH3paBa

yCTaHOBJIEHHbIM B TIpUaoKeHMM Ne 1 K HACTOSIIUM
[TpaBunam?

Poccuu Ne 751H

4. By KOHTPOIBHOTO (HAaZ30PHOT0) MEPONPUSITHUS:

5. [laTa 3arioyiHeHusi IPOBEPOYHOTO JIUCTA:
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6. OOBEeKT TOCyZapCTBEHHOTO KOHTPO/sS (HazA30pa), B OTHOLIEHWM KOTOPOTO TPOBOJAWTCS KOHTPOJIbHOe (Ha30pHOE)
MEpOTIPUSITHE:

7. ®@amwius, uMsg U OTueCcTBO (MpM HA/JIWUMW) TpaXKJAaHWHA WM HWHAWBUAYA/JbHOTO TIpeANpUHUMATe/Is, €ero
WJeHTU(UKALIMOHHbI HOMEp Hajororviatejbliuka W (WId) OCHOBHOW TOCY[ApCTBEHHbIM PEruCTpaldOHHBIA  HOMep
VHJVBUYa/JIbHOTO TIpeJNpUHUMATe/s, aJpec perucTpauvd TpaKJaHWHAa WIA WHAWUBUAYAJBHOTO TMpeArpuHUMAaTers,
HavMeHOBaHWe OPUANYECKOTO JWlla, ero W/AeHTU(DHKAI[MOHHBIM HOMep HaJjioromnyiaTeabliMka W (WIKM) OCHOBHOU
rOCy/JapCTBeHHbIN PerUCTPAiMOHHBIA HOMep,  aJipec IOPUANUECKOTo Jiuija (ero ¢puivanos, MpeACcTaBUTeTbCTB, 000C00IeHHbIX
CTPYKTYPHBIX TTOZpa3zeeHun), IB/SIONXCSI KOHTPOJIUPYEMbIMU JIULIAMU:

8. Mecto (MecTa) MpoBeieHHWs KOHTPOJBHOIO (HAZ30PHOr0) MEPONpUSITUS C 3aro/IHeHHWeM TPOBePOYHOro JIMCTa:

9. PekBU3UTHI pemeHrsd KOHTPOJIBHOT'O (H&,Z[BOPHOI"O) OpraHa O IMpoBeAEHWN KOHTPOJIBHOT'O (H&,Z[BOPHOI"O) MEDPOIIpUATHA,
MoAIMMCAHHOI'O YIIOJITHOMOUYEHHBIM OOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOT'O (H&,EBOPHOI"O) OpraHa:

10. YueTHbIli HOMep KOHTPOIBHOTO (HaJ[30PHOT0) MEPONPUSITHS:

11. JomxHocTb, aMWivs WU WHULMAIBI JO/DKHOCTHOTO JIML]a KOHTPOJILHOTO (HaJ30pHOr0) OpraHa, B /[O/DKHOCTHBIE
00513aHHOCTU KOTOPOT'O B COOTBETCTBUHU C TOJIOKEHWEeM O BHjle KOHTPOJIS, ZAO/DKHOCTHBIM perjiaMeHTOM WIH JO/DKHOCTHOM
WMHCTPYKLMEeM BXOJUT OCYIlleCTB/IeHWe MOJTHOMOYMH T0 BUJY KOHTPOJs, B TOM UMCJ/ie MPOBeJeHre KOHTPOJIbHBIX (Ha/[30PHBIX)
MEepOTMPUSITHH, TIPOBOASIIETO KOHTPOIbHOE (HaZ30PHOE) MEPOIIPUSATHUE U 3all0/THSOIIEr0 TPOBEePOYHbIN JTUCT:

12. ToamnucH [O/DKHOCTHBIX JIUL] KOHTPOJBHOTO (HAZi30pHOTO) OpraHa, Y4yaCTBYIOLIMX B TIPOBeJE€HUM KOHTPOJIHOTO
(HaZ30pHOT0) MEPOTIPUSITUS:

(momkHOCTH, PaMUIUK U UHULMATIBI)
13. Tloamuch pyKOBOAUTENs] TPYIIbl AO/DKHOCTHBIX JIML KOHTPOJILHOTO (HAJ30pHOr0) OpraHa, ydyacTBYIOLIUX B
MPOBeJIeHNH KOHTPOJILHOTO (HaZI30pPHOI0) MEPOTIPUSATHUS:

(momKHOCTD, (haMUIUS U UHULUAIIbI)
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[Tpunoxxenue Ne 6

K TipuKa3y DefepanbHOM CTy>KObI

TI0 HaZI30py B cdepe 34paBOOXPaHEeHUs]
oT Ne

dopma

QR-kop,

ITpoBepoOYHbIii JIMCT
(CIMCOK KOHTPOJIBHBIX BONPOCOB, 0TBETHI HA KOTOPHIe
CBH/ETE/IBCTBYHOT 0 COO/TIOIeHUH WJTH HeCO0/TI0JeHUH KOHTPO/IMPYeMbIM
JIMI[OM 00s13aTe/IbHBIX TPeOOBaHMi), HCII0/Ib3yeMbIid DefepaibHON C/TYKO0M
10 HaA30py B cepe 31paBOOXPaHEHHUSs U e TePPUTOPUATbHBIMHU
OpraHaMu MpH OCYIIeCTB/IeHHH (ejepa/IbHOTr0 roCyAapCTBeHHOr0 KOHTPO/Is1 (Hag30pa)
B cepe oOpaieHus IeKapCTBEHHBIX CPeJCTB
(ycTaHOBJ/IEHHE MPOM3BOAUTE/IAMH JIEKAaPCTBEHHBIX MPeENapaToB I|eH Ha JIeKapCTBeHHbIE MpenapaThl, BKIYeHHbIe
B MepeYeHb )XM3HEeHHO He00X0JUMbIX H Ba)XHEHIIIUX JIeKaPCTBEHHBIX MPenapaToB /1A MeAUIIMHCKOr0 MPUMeHEeHHs])
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1. HaumeHOBaHMe BUjla KOHTpPO/s (HaZi30pa), BKAOUEHHOTO B eJUHBIN peecTp BUOB (e/epasbHOIO TOCYAApCTBEHHOTO
KOHTpOJIsA (Hazi30pa): (emepasbHbIN roCyAapCTBEHHBIM KOHTPOIb (Hazi30p) B cdepe obOpailjeHHs TeKapCTBEHHBIX CPe/ICTB.
2. HaumeHOBaHHe KOHTPOJILHOTO (HA/[30PHOT0) OpraHa M peKBU3UThl HOPMAaTHMBHOI'O TPaBOBOTO akTa 00 yTBepKJeHWUH

(hopMbI TPOBEPOYHOIO JTUCTA:

3. CHMcOoK KOHTDOJIBHBIX BOIIPOCOB, OTPAKAIOIIUX COJepKaHWe o00si3aTeNbHbIX TpeOOBaHM, OTBETHI Ha KOTODBIE
CBUZIETETLCTBYIOT O COOMIO/IEHHH I HecoOTI0ZieHM KOHTPOIMPYeMbIM JIULIOM 00si3aTeTbHbIX TpeboBaHMiA:

n/n

CrHCOK KOHTPOJIBHBIX BOTIPOCOB, OTP&KAMOIIUX
coziep>kaHue 00si3aTe/IbHbIX TpeboBaHUH

PekBU3UTHI
HOPMAaTHBHBIX
MPaBOBBIX AKTOB, C
yKa3aHHueM UX
CTPYKTYPHBIX
€IMHUL], KOTOPBIMU
yCTaHOBJIEHbI
0bs13aTe/IbHEIe
TpeboBaHus

OTBeTh! Ha BOIPOCHI, cofiepkariyecst B CrrcKe KOHTPOJIBHBIX

BOIPOCOB

opraHu3aLys OITOBOM
TOPIOB/U JIeKapCTBEHHBIMU
CpeZCcTBaMHU [ijis
MeJULIMHCKOT0 TIPUMeHeHHUsT

O anteunas oprammsars
Kak CTPYKTYpHOe
rojpasfiesieHye
MeZULIMHCKON
opraHusalyu

OCYIIIeCTB/ISFOLL{IE
PO3HUUHYIO TOPTOBJIIO
JIEKapCTBEHHBIMU
riperapatamu DTSt
MeJULIMHCKOTO
TIPUMEHEeHUS:

D ariTeyHas OpraHuv3ainys

O unpuBuayanbHbIit
TIpeArpUHUMATe b

[OQ o6ocobenHble
ToZpaseneHus
(ambynaropuu,
¢denpamepckue u
¢enbammepcko-

aKylIiepckue TTYHKTEI,

Me/IULIMHCKKUE OpraHr3aLuu
1 ux 060cobieHHbIe
ToZipa3ieneHust
(ambynaTtopuu,
(denpaepckue u
(henbIIIIEPCKO-aKYIIIEPCKHE
MYHKTbI, L[EHTPBI
(oTpenenust) obeit
BpaueOHOU (ceMelHOM)
MIPaKTUKU), PACTIOIOXKEeHHbBIe
B CeJIbCKUX HaCeTeHHbIX
MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT arTeuHble
OpraHu3aLyn

IIpumeuanue
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LIEHTPBI (otaenenus)
ob1eit BpaueOHOM
(cemeliHO) NIPaKTHUKN),

Aa HeT HENpyMeHMO | Aa HeT HETMMpUMeHNMO | [dad HeT HeIrpuMeHHUMO

depepanbHbiii 3akoH 0T 12 ampesisi 2010 r. Ne 61-®3 «O6 obpaiijeHun ieKapcTBeHHbIX cpeicTB» (CobpaHue 3akoHOzaTebcTBa Poccutickori ®emeparun, 2010, Ne 16, ct. 1815; 2022, Ne 13, cT.
1953) (pmanee - 61-®3); IIpaBuna rocyjapCTBEHHOM PeTrMCTpPaAlK U TiepeperucTpaliy MpeielbHbIX OTMYCKHBIX IeH TPOU3BOJUTe el Ha JieKapCTBeHHbIe Tperaparhl, BK/IIOUeHHbIe B TlepeyeHb
JKM3HEHHO HEeOOXO[VMbBIX M BaKHEWIIMX JIeKapCTBEHHBIX TIpernapatoB U IIpaBuia obs3aresibHON mepepervictpauuy B 2019 - 2020 rogax 3aperdCTPUPOBAHHBIX TPeebHBIX OTIMYCKHBIX IIeH
TIPOU3BOAWTENEH Ha JIeKapCTBEHHBIE MPeTapaThl, BKIOUeHHbIEe B MepeueHb KM3HEeHHO He0OX0UMBIX M BaKHEHIIINX JIeKapCTBEHHBIX MPeTapaToB, YTBePKJeHHbIe TIOCTaHOBIeHWeM [1paBUTeNbCTBa
Poccuiickori ®enepanun oT 29 oktsaops 2010 r. Ne 865 «O rocysapCTBeHHOM peryIMpoOBaHWM LieH Ha JIeKapCTBEeHHbIE TperapaThbl, BKIFOUEHHbIe B TepeueHb >KU3HEHHO HeoOXOAUMBIX U
Ba)KHEMIIINX JIeKapCTBeHHBIX IpernapaTtoB» (CobpaHue 3akoHofaTenbcTBa Poccuiickoit ®epeparum, 2010, Ne 45, cr. 5851; 2020, Ne 47, ct. 7556) (nanee — IIpaBuna perucrpanuu LeH, [IpaBuia
TiepepernucTpayu 1eH)

1. CoboatoTest M MPOU3BOAUTENISIMU JIEKADCTBEHHBIX | MyHKTBI 1 — 44
nperniapatoB IlpaBuia rocyzfapcTBeHHoOM peructpauuu | IlpaBun
Y TepeperucTpaniy TpeJesbHbIX OTIYCKHBIX IleH | perrcTpariy LieH;

MpOM3BOJUTENEN Ha JieKapCTBEHHble IIperaparhl, | MyHKTel 1 — 43

BK/TIOUEHHBIE B TEPeUeHb XXU3HEHHO HeoOxoquMbiXx U | [paBun

Ba)KHEMIIMX JleKapCTBeHHbIX NperapaToB? repeperucTpanuu
LjeH

4. Buz KOHTPOIBHOTO (HaJ30PHOT0) MEPONPUSITUS:

5. [laTa 3aro/iHeHus TIPOBEePOYHOrO JIMCTa:

6. OOBeKT rocyJapCTBEHHOTO KOHTpOJsS (Haj3opa), B OTHOIIEHWH KOTOPOTO TIPOBOAUTCS KOHTPOJBHOEe (HaA30pHOE)
MepOTIpUsITHE:

7. ®@amwius, UM U OTUeCTBO (MPU HA/NIWUMK) TpaXJAHWHA WM HWHIWBUAYAJBHOTO TIpeANpUHUMATEIS, €ro
WJEeHTU(PUKALIMOHHBIMN HOMED Ha/oromiaTesblliuka W (WIA) OCHOBHOM TOCY/IapCTBEHHBbIM DPErucTPaliMOHHBIA HOMEpP
VH/JMBUYa/IbHOTO TMpeANpUHUMATeNsl, aApeC perucTpalyuyd TpaXJAaHWHa WM WHAUBUyaJlbHOTO TIpeArpUHUMATe/Is,
HavMeHOBaHHEe IOPUAUYECKOTO JWla, €ero HWeHTU(PUKAL[MOHHBIM HOMep HajororyiaTenbluka W (WId) OCHOBHOU
roCyZlapCTBeHHbIM PervCTpaljMoHHbIi HOMep, ajJpec IOpUANUYecKOoro Juviia (ero Gpuananos, MpeAcTaBUTeNbCTB, 000CO0eHHBIX
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CTPYKTYPHBIX TTOZpa3zieieHui), IB/SIOIINXCSI KOHTPOJIUPYEeMbIMU JTULIAMU:

8. Mecto (mecTa) mpoBeZieHUSI KOHTPOJIBHOTO (HAJ30pPHOT0) MEpOIpHUATUS C 3aro/IHeHWeM T[TPOBEPOUYHOro JIMCTa:

9. PekBU3UTHI pelleHUs1 KOHTPOJIBHOTO (HaJ30pPHOr0) OpraHa O MpOBeJleHUM KOHTPOJIBLHOIO (HaJ30pHOT0) MEPONpPUSITHS,
MOANKUCAHHOTO YIIOJIHOMOUEHHBIM JI0/DKHOCTHBIM JIMLIOM KOHTPOJIBHOTO (HaZi30pHOI0) OpraHa:

10. YueTHbIi HOMEpP KOHTPOJILHOTO (HaJ[30pPHOI0) MEPOIPUATHUS:

11. Mo/mKHOCTb, (paMUIHs U WHULMA/IbI JO/PKHOCTHOTO JMIJa KOHTPO/JBHOTO (HAaJ[30pHOI0) OpraHa, B [I0/DKHOCTHBIE
00s13aHHOCTH KOTOPOT'O B COOTBETCTBHH C TIOJIO)KEHMEM O BHJIe KOHTPOJIS, JO/DKHOCTHBIM PErjlaMeHTOM WJIN [IO/DKHOCTHOM
VHCTPYKLIMEN BXOAUT OCYILEeCTB/I€HHE MOJHOMOYMM 0 BUAY KOHTPOJIS, B TOM UYMCJ/e TPOBe/JleHhe KOHTPOJIbHBIX (HAa/I30PHBIX)
MepOMpPUSITUH, TIPOBOASIETO KOHTPOIbHOE (HaZj30PHOE) MEePOIIPUSTHUE U 3all0/THSIIOIIEro POBEePOUHbIN JTUCT:

12. Tlogmucy [O/DKHOCTHBIX /ML KOHTPOJBHOTO (HAZ30pHOI0) OpraHa, y4acTBYIOIIMX B TPOBe/IeHHHA KOHTPOJIbHOTO
(HaZA30pHOT0) MEPONPUSTHUS:

(mo/mkHOCTH, haMUTMK ¥ MTHULIUATIBI)
13. IToarnuce PYKOBOAUTE/IA TIPYIIIbl AO/DKHOCTHBIX JIMII KOHTPOJIBHOI'O (Ha,U,BOpHOI"O) OpraHa, Yy4dYaCTBYIOLIUX B
IpoBeJeHNH KOHTPOJ/IbHOI'O (Ha,Z[BOpHOFO) MepOIIpUATHA:

(mO/DKHOCTD, haMUIMST U MHUL[HAAITBI)
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ITpunoxenue Ne 6

K TipuKa3sy PefiepanbHOM CTy>KObI

TI0 HaJ30py B cepe 3paBoOXpaHeHust
oT Ne

dopma

QR-kop,

IIpoBepouHbIN JTUCT
(CITUCOK KOHTPOJ/IBHBIX BOIPOCOB, 0TBEThI HA KOTOPbIe
CBH/IeTe/IbCTBYIOT 0 CO0/II0IeHUH WA HeCOo0/TI0/JeHU KOHTPO/IMPYeMbIM
JIMIOM 00513aTe/IbHBIX TPe00BaHHUil), HCIO0/Ib3yeMblid DeepabHON CTy)K00H
10 Ha/A30py B cepe 3ApaBOOXPaHEHNs U ee TePPUTOPUAIbLHBIMH
opraHami NnpH OCyIlecTB/IeHUM (pe/iepa/ibHOr0 rocy/JapCTBeHHOr0 KOHTPO,iA (Haj30pa)
B cepe oOpalneHusi IeKapCTBEeHHBIX CPeJCTB
(/TMIeH3HOHHBIEe TPeOOBAHUS K OCYIeCTB/IEHHIO (hapManeBTHUeCKOH AesATe/ TbHOCTH)

1. HaumeHoBaHMe BUjla KOHTPO/s (HaZ30pa), BKAOUEHHOTO B eUHBIM peecTp BUOB (he/lepasbHOrO TOCYAApPCTBEHHOIO
KOHTpOJIsA (Hazi30pa): GemepasibHbIN roCyAapCTBEHHBIM KOHTPOIb (Hazi30p) B cepe obOpaiijeHus IeKapCTBEHHBIX CPe/ICTB.
2. HanMmeHOBaHWe KOHTPOJILHOTO (Ha/30PHOI0) OpraHa M peKBU3WThl HOPMAaTUBHOT'O TIPABOBOTO aKTa 00 yTBepKAeHUU



(OpMBI TTPOBEPOYHOTrO JIUCTA:
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3. CIMCOK KOHTPOJIbHBIX BOIPOCOB, OTPa)KAlOIMX Co/lep>KaHue 00si3aTe/lbHbIX TpeOOBaHWii, OTBEThl Ha KOTOpbIe

CBUZIETETLCTBYIOT O COO/MIO/IeHHH WX HecoOI0ZileHU KOHTPOIMPY€EeMbIM JIULIOM 00si3aTelbHbIX TpeboBaHMiA:

n/n

CIHCOK KOHTPOJIbHBIX BOIPOCOB, OTPayKArOLIUX
coziep>kaHre 00s13aTesIbHBIX TPeOOBaHHH

PekBu3uTHI
HOPMaTHBHBIX
MPaBOBBIX AKTOB, C
yKa3aHUeM UX
CTPYKTYPHBIX
e/IMHHI], KOTOPBIMH
yCTaHOBJIEHBI
00s13aTe/IbHbIe
TpeboBaHus

OTBeThI Ha BOITIPOCHI, CoJZiep Kalljnecs B Crucke KOHTPOJIbHBIX

BOITPOCOB

opraHu3aLys OITOBOU
TOPTOBJ/IX JIEKADCTBEHHBIMU
CpeZACTBaMHU [i/14
MeJULIMHCKOT0 TIPUMeHeHusT

O anreunas OpraHu3alus
Kak CTPYKTYDHOE
nozipasfiesieHue
MeJULIMHCKOU
opraHusaluu

OCYIIIeCTB/ISIIOLL1IE
PO3HUUHYIO TOPTOBJIIO
JIeKapCTBEHHBIMHU
TiperapaTtamu hin e
MeIULMHCKOT O
TIpYMeHeHUsI:

D afnTeyHad OpraHu3anud

O unauBuayansHe
TipeANpUHUMaTe/Tb

[0 obocobeHHbIe

ToJjpaszeneHust
(ambysaTtopuw,

¢denpamepckue u
¢enbaiepcko-

aKyILepcKye TMYHKTHI,
LIeHTPBI (otaenenus)
obwieit BpaueOHOM

(cemeliHO¥) TIPaKTHUKN),

MeJULHCKHe
OpraHU3alvi U UX
060co6ieHHbIe
TNoZipaszieneHust
(amOynatopuw,
(denbamepckue u
¢enbamepcko-
aKyIepCKYe MyHKTHI,
LIEHTPHI (OT/AeIeHNs)
o0rrieti BpaueOHOM
(ceMeitHOI) TPaKTUKK),
pacrioyio>keHHbIe B
CebCKUX Hace/leHHbIX
MyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aIlTeuHbIe
OpraHu3aLyn

[Iprmeuanue
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Aa HeT HENMpyMeHMO | Aa HeT HENMpUMeHNMO | [dad HeT HeNmpruMeHHNMO

depepanbHbIi 3akoH oT 12 ampesisi 2010 r. Ne 61-®3 «O6 obparijeHun ieKapcTBeHHbIX cpecTB» (CobpaHue 3akoHOzaTebcTBa Poccutickoit ®epeparun, 2010, Ne 16, ct. 1815; 2022, Ne 13, cT.
1953) (manee - 61-@3); @enepanbhblii 3akoH 0T 4 Mast 2011 r. Ne 99-@3 «O nMLeH3UPOBaHUU OT/Ie/IbHBIX BUIOB JeaTesnbHOCTH» (CobpaHue 3akoHOAaTenbcTBa Poccuiickoit @enepariyu, 2011, Ne
19, cT. 2716; 2022, Ne 1, ct. 59) (manee — 99-®3); [TosokKeHUe O TUIEH3UPOBAHNH (hapMal|eBTHUeCKOW [1eSTe/TbHOCTH, YTBEP)KIeHHOe TIocTaHOB/IeHueM [IpaButesnbcTBa Poccuiickoit Depepanyu
ot 31 mapta 2022 r. Ne 547 (Cobpanue 3akoHOzaTenbCcTBa Poccuiickor @enepanuu, 2022, Ne 15, ct. 2469) (nanee — [MonoxeHue Ne 547); TIpaBusia Hasiexaleid IPAKTUKKA XPaHEHUs U TIEPEBO3KH
JIEKapCTBEHHBIX TIpenapaToB AJi1 MeJULIMHCKOTO TpUMeHeHUsl, YTBep)KJeHHble NpuKa3oM MuHucTepcTBa 37paBooxpaHeHMss Poccuiickoii @epepanuu or 31 aBrycra 2016 r. Ne 646H
(3apeructprpoBad MuHucTepcTBOM tocTULiMM Poccuiickoit @efepanun 9 sHBaps 2017 r., peructpauuoHHbld Ne 45112) (manee - IlpaBuia Hajjeskaileil NMpakTWKU xpaHeHus1); [IpaBuna
Ha/|jiexallleil anTevyHoN NMpPaKTUKY JleKapCTBEHHBIX IperapaToB Ajs MeJULIMHCKOrO MpUMeHeHUs], YTBepKAeHHble MpHKa3oM MuHucTepcTBa 37paBooxpaHeHust Poccuiickoii ®epepanyu ot 31
aBrycta 2016 r. Ne 647H (3apeructpupoBaH MuHucTepcTBoM toctuliuu Poccuiickoit @esepatuu 9 suBapst 2017 r., perucrpauuoHHbiii Ne 45113) (nanee - IIpaBusia Hazsiexkallleil arTeuyHou
NpakTyKu); IIpaBuia XpaHeHus JieKapCTBEHHBIX CPECTB, yTBEP>KAEeHHbIe TTPUKa30M MUHUCTEePCTBA 3/JpaBOOXPaHeHHs M COLMAMbHOTO pa3BuTHs Poccuiickoit @epepariyu ot 23 aBrycra 2010 r. Ne
706H (3aperucTpupoBaH MuHHCTepCTBOM rOCTHLIMM Poccubickoli @enepauuu 4 okTs6ps 2010 r., peructpauuonsbiii Ne 18608) ¢ u3MeHeHUsIMH, BHECEHHBIMU TPHKAa30M MUHHCTEPCTBOM
3[]paBOOXPaHEHUs ¥ COL[UANLHOTO pa3BuTHs Poccuiickoit ®eneparnuu ot 28 mexabpsi 2010 r. Ne 1221H (3apeructpupoBan MuHHCTepCTBOM tocThLMK Poccuiickoii ®epepauun 4 despans 2011 r.,
peructpanoHsbid Ne 19703) (manee — IpaBua xpaHenwust); Pemenne Coeeta EBpasuiickoli 3koHOMHUecKod Komuccuu oT 3 Hosiopsi 2016 r. Ne 80 «O6 yTBepxaenuy IIpaBus Hajsiexarieit
IUCTPUOBIOTOPCKOM TIPAaKTHKK B paMKaX EBpa3suiiCKOro 3KOHOMHUECKOTo COro3a» (oduimanbHbIA caT EBpa3suiickoro 3KOHOMHUECKOTo cCoro3a, http://www.eaeunion.org/, 21 Hosibpst 2016 r.
(manee — TlpaBuia HajexXalel JUCTPUOBIOTOPCKOM MPAKTHUKK); TIpHKa3 MUHHCTepPCTBA 3paBooxpaHenust Poccuiickoit @ezpepanyu ot 22 anpens 2014 r. Ne 1830 «O06 yTBep)KIA€HUH TIE€PeUHS
JIeKapCTBEHHBIX CPeJiCTB /11 MeJULIMHCKOrO NPUMeHeHMUs], TIoA/IeXKalljX pejMeTHO-KOIMUeCTBeHHOMY yueTy» (3aperncTpupoBaHo B MuHucTepcTBe ocTULMU Poccuiickoil ®Pefiepaniiu 22 urons
2014 r., peructpayuoHHbii Ne 33210) ¢ U3MeHeHUsIMY, BHECEHHBIMU TpHUKa3oM MuHHCTepcTBa 3ApaBooxpaHeHust Poccuiickoit @eneparyu ot 27 uronst 2018 r. Ne 471H (3aperucTprpoBaHO
MunucrepcTBoM tocturn Poccuiickoit @eseparuy 14 asrycra 2018 r., peructpauyoHHsiit Ne 51885) (nanee — npukas MunsgpaBa Poccun Ne 183H); nprka3 MuHMCTepCcTBa 3/jpaBOOXpaHeHHsI
Poccuiickoii @enepanyu ot 17 utonst 2013 1. Ne 378H «O06 yTBepsKAeHUU MPABUJ PErUCTPALMK OMepalyii, CBI3aHHBIX C 0OpalljeHueM JIEKAPCTBEHHBIX CPEJICTB /ISl MEAUL[UHCKOTO MPUMEHEeHM,
BK/IIOUEHHBIX B I1epeueHb JIeKapCTBEHHBIX CPe/ICTB /Il MeJULIMHCKOrO NPUMeHeHHs], o/IeXXalluX NpeIMeTHO-KO/IMUeCTBEHHOMY Y4YeTy, B Cllel{da/bHbIX KypHalaxX yueTa orneparui, CBA3aHHBIX C
obpallleHreM JIeKapCTBEHHBIX CPeACTB /i1 MeJULUHCKOTO TIPUMEHEeHUs], U MPaBU/I BeleHNs] U XpaHeHUs Crieliia/IbHBIX JKYPHAJIOB yueTa OfepaLyii, CBA3aHHBIX C OOpalljeHHeM JieKapCTBEeHHBIX
CpeJiCTB [I/Isl MeJULIMHCKOTO TpUMeHeHus» (3aperucTpupoBaHO MUHUCTepCTBOM tocTuliuu Poccubickoii ®epepanuu 15 aBrycra 2013 r., peructpaljuoHHbii Ne 29404) ¢ W3MeHeHUsIMH,
BHECEHHbIMU TIpUKa3oM MuHHCTepcTBOM 37paBooxpaHeHuss Poccuiickoii ®epepanuu ot 5 ampensi 2018 r. Ne 149H «O BHeceHMHM HM3MeHEHMM B HEKOTOpble IpHKasbl MUHMCTEpCTBa
3apaBooxpaHeHus: Poccuiickoit @efiepariyu 1o Borpocam oOpallieHust IeKapCTBEHHBIX CPeCTB, MOAeXallMX [1peIMeTHO-KOJIMYeCTBEHHOMY YUeTy» (3aperCTpUpoBaH MHUHHCTEPCTBOM FOCTULIUH
Poccutiickoit ®eneparyu 13 mas 2018 r., peructpariionsbiii Ne 50961) (ganee — npruka3 Munszpasa Poccun Ne 378H); npuka3 MuHuctepcTBa 3apaBooxpaHenus Poccuiickoii @epepauyu ot 24
Hos10pst 2021 1. Ne 1093 «OO6 yTBepAeHuu IIpaBui OTMyCKa JIEKAPCTBEHHBIX TIPEMapaToB [ijii MEJUIMHCKOrO TIPUMEHEHHsl anTeUYHbIMU OpraHu3alusMH, WHAWBUAYaTbHBIMU
TIpeANpYHUMATE/SIMY, HMEIOIIMMHM JIML[EH3WI0 Ha OCylecTB/ieHre (papMalieBTUUeCKOM [edaTe/lbHOCTH, MeJULIMHCKUMH OpraHu3allysM{, KMEIOLUMH JIMLIEH3HI0 Ha OCYILlecTBIeHHe
(hapmarieBTUUeCKOH [esITe/TbHOCTH, ¥ UX 000COOIeHHBIMU TO/Ipa3/jesieHussMu (aMOy1aTopUsiMH, (elbAIIepCKIMHA U (eTb/IepcKOo-aKyIepCKUMK MyHKTaMU, LIeHTpamMu (OTJe/leHusME) o01eit
BpaueOHOM (ceMeiHON) TPAKTHKH), PACTIONIOXKEHHBIMA B CeJbCKUX TMOCEJeHHsX, B KOTOPBIX OTCYTCTBYIOT alTeyHble OPraHW3aliy, a Takke [IpaBU/ OTIMyCKa HAapKOTHUYECKUX CPEJCTB W
TICUXOTPOITHBIX BeleCcTB, 3aperMCTPUPOBaHHBIX B KauecTBe JIeKAapCTBEHHBIX MpenapaToB A/l MeJULMHCKOTO TpUMeHeHMs, jeKapCTBeHHBIX NpenapaToB A/l MeJULMHCKOTO NpUMeHeHUs,
COJiep’Kall[X HApKOTHMUeCKWe CpeZCTBA M TICMXOTPOIMHBbIE BelecTBa B TOM uucie Ilopsika OTIycKa anTeyHbIMHA OpraHW3alussMd HWMMYHOOMOIOTHUECKUX JIeKapCTBEHHBIX MPeriapaToB»
(3apeructpupoBaHo MuHucTepcTBOM tocTuiiun Poccuiickoii ®egeparuu 30 Hosiopst 2021 r., peructpaiuoHHbiid Ne 66142) (nanee — npuka3 Munsgpaea Poccuu Ne 1093H); niprka3 MuHucTepcTBa
3apaBooxpaHenust Poccuiickoii ®ezpeparuu ot 26 oktsaopst 2015 r. Ne 7510 «O06 yTBep)/1eHUM MPABU/ U3TOTOBJ/IEHUSI U OTIYCKA JIeKapCTBEHHBIX TPErapaToB AJis MeJULIMHCKOTO NPUMeHEeHHUs
anTeyHbIMHU OpraHU3aL{UsIMU, UHAVBH/yalbHBIMU MTPeAIIPUHUMATE/SIMI, UMEOLMH JIMLIEH3UI0 Ha (hapMalleBTUUeCKYIO [esiTeIbHOCTb» (3aperucTpupoBaH MUHUCTEPCTBOM FOCTULMM Poccuiickoi
@epeparuu 21 arnpens 2016 r., peructparvonHbiii Ne 41897) (nanee — npukas MunsgpaBa Poccuu Ne 751H); nprka3 MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoit Mesepaiyv T oT 8 OKTIOps
2015 Ne 707 «O06 yTBepXKIeHWM KBaMU(UKALMOHHBIX TpeOOBaHWH K MeIWIMHCKAM | (apMalieBTHUeCKUM pPabOTHMKAaM C BBLICIIMM 00pa3oBaHHEM MO HampaB/ieHHI0 TOJTOTOBKH
«3[paBooXpaHeHrHe W MeUIMHCKUE HayKu» (3aperncTpupoBaHO B MunwucTtepcTBe toctuiiuu Poccuiickori @enepanuu 23 okTssbpsi 2015 r., peructpaiyonHbii Ne 39438) (masee — mpukas
Mun3zgpaBa Poccun Ne 707H); mpuka3 MunucrepcTBa 3apaBooxpaHeHusi Poccuiickoit ®@epeparuu ot 10 deBpanst 2016 r. Ne 83H «O06 ytBepkeHnr KBanuduKalHMOHHBIX TpeboBaHHN K
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MEJULIMHCKUM U (hapMaL|eBTUUeCKUM PabOTHUKAM CO CPeJHUM MEAML[MHCKUM U (hapMalleBTHuecKuM oOpa3oBaHHeM» (3aperucTpupoBaHo MUHUCTEPCTBOM tocTuimy Poccuiickoit ®@enepariuu 9
mapTa 2016 r., perucrpaionHbiii Ne 41337) (ganee — mpuka3 Mun3zapaBa Poccuu Ne 83H)

1. VMeroTcss M MPOU3BOJCTBEHHBIA OOBEKT WM | MOJMYHKT «a»
00beKThl (TIOMEIL[eHUs1, 3/IaHus, COOPYXKEHHsI) W | MyHKTa 6
obopyoBaHue o MecTy ocyujectByieHns | [Tonoxenus Ne 547
(hapMaLIeBTUYECKO [iesITeIbHOCTH, TIPUHA/IeKallHe
Ha TipaBe COOCTBEHHOCTH WM HAa WHOM 3aKOHHOM
OCHOBaHHUH, TpeAyCcMaTpUBarollieM IpaBO BraJeHUs
Y TIpaBO TM0/Ib30BaHMs, MUO0 TpUHAJJIEXXAlHe Ha
mpaBe COOCTBEHHOCTHM WM HAa WHOM 3aKOHHOM
OCHOBAaHMM  WHOMY  JIMLIEH3MaTy, UMeLeMy
JIMLIEH3WI0 Ha OCyIecTB/ieHne (hapMarieBTHuecKou
JlesITe/TIbHOCTU To OCYIL|eCTB/IEHUIO pabor,
0Ka3blBaeMbIX YCJIYT, COCTaB/SIOIIMX [esSTe/TbHOCTh
TI0 OTITOBOM TOProBjie JieKapCTBEeHHBIMU CpeJiCTBaMU
J71s1 MeJULIMHCKOTO TIpUMeHeHUsl, U fjoroBop (ot 12
MecsL|eB) O repeziaue paboT (yC/iyr) Ha ayTCOPCUHT
(B uacTh XpaHeHHUsl JeKapCTBEHHBIX CPEJACTB AJIs
MeJULMHCKOTO TIpUMEeHeHUsi), COOTBETCTBYIOIL[HE
TpeboBanusiM ctateid 54 u 55 61-®3, IlpaBunam
Hajiexariei TUCTPUOBIOTOPCKOM TPaKTHKH,
IlpaBunam Haj/exaljedl TIpPakTUKA  XpaHeHWs,
[lpaBunam HagJexalleld anTeyHoON TpakTHKH, a
MIMEHHO:

1.1. UMEIOTCS JId TIPOM3BOACTBEHHBI O0BEKT WM | MyHKT 1 dYactd 3
00beKThl (TIOMeIlleHus], 3/aHusi, COOpyXeHus)) u | ctatbu 8 ®3 No 99-
obopyoBaHue o MecTy ocywectBnienus | ®3; crateum 54, 55
(hapMaLleBTUUeCKOU [|esITeNbHOCTH, TIpHHazexamwme | 61-D3;

Ha TpaBe COOCTBEHHOCTM WIM Ha MHOM 3aKOHHOM | MOJIYHKT «a»
OCHOBaHWM, TIpelyCMaTpUBAlOIleM TIpaBO BJaJieHus1 | MyHKTa 6 [TomoxeHus
u paBo T10/1Ib30BaHMUS, cootBeTcTBytoIue | Ne 547;
TpeboBaHusiM ctared 54 u 55 61-@3, IlpaBwiaMm | TMyHKTbI 11-40
HaiIeXxarei IUCTPUOBIOTOPCKOM MpakTuky, | IlpaBui Hazmexarmei
IMpaBusam  Haj/exalleil MPaKTUKM  XpaHeHWs, | TPaKTHKH XpaHeHHs;
IIpaBrnam HazeKalleil anTeuHol NPakTUKU? nyHKTBl 29, 30-44,
50-51 [paBun
Ha/jiexKaiiei
JUCTPUOBIOTOPCKOM
TIPaKTHKHY;
MyHKTBI 18-36

ITpaBun HazyeXxartei
anTeyHoN TIPaKTHKY;
nyHkTel 1-17, 20-70
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[TpaBun xpaHeHust

1.2. UMEIOTCSI /1M  TIPOU3BOJICTBEHHBbIM 00BEKT Wiu | myHKT 1 wuyactd 3
00BeKTHI (TIOMELLeHUs], 3[aHWs, COOpyXeHus1) u | cratb 8 @3 Ne 99-
obopyioBaHue o MeCTy ocywectByienusi | ®3; cratbu 54, 55
(hapMaLleBTUUeCKOU [iesITeNbHOCTH, TIpUHazexane | 61-03;

Ha TpaBe COOCTBEHHOCTH WM Ha MHOM 3aKOHHOM | MOJMyHKT «a»
OCHOBAHMM  WHOMY  JIML|eH3uaTy, uMeroleMy | myHKTa 6 ITonoxeHus
JIMLIEH3WI0 Ha ocylecTBieHue (papmarieBTHueckon | Ne 547;
JlesiTeNIbHOCTU no OCYLL|EeCTBJ/IEHHIO pabot, | myHkTel 6, 11-40
OKa3bIBaeMbIX YCJIYT, COCTaBJSIIOLIUX JeATesJbHOCTh | IIpaBun Hagjexxalent
110 ONTOBOW TOProOBJIe JIeKAPCTBEHHBIMM CPeJCTBAMU | NMPAaKTUKW XpaHeHUs;
JJ1s1 MeJULIMHCKOTO TpUMeHeHus, U foroBop (oT 12 | myHktel 29, 30-39,
MecsieB) o mepesiaue pabot (ycayr) Ha ayrcopcuHr | 40-44, 50-51, 110,
(B yacTu XpaHeHUsl JieKapCTBEHHBIX cpeicTB s | 113 IIpaBun
MeJULIMHCKOTO TIPUMeHEeHMsI), COOTBETCTBYIOLIMe | HazJlexkallei
TpeboBaHusiM ctareii 54 u 55 61-®3, IlpaBunam | AUCTPUOBIOTOPCKOM
Hazexartei JIMCTPUOBIOTOPCKOM MPAaKTUKY, | TIPAKTHUKU; MYHKTHI 1-
IMpaBusiam  Hajnexailedl MpakTUKU  xpaHeHwus, | 70 ITpaBun xpaHeHus
[TpaBuiaM Hajyiexalllel anTeuHou NPaKTUKU?

2. CobmoaroTCsl /U JIMIeH3UAaTOM, OCYIIECTBISIOIUM | TTOJITYHKT «I»
OITOBYIO TOPr'OBJIO JIEKAPCTBEHHBIMU CPeiCTBAMU nyHKTa 6 ITosoxeHus
JUISI MeIUITUHCKOT'O TIPUMEHEHWS], - TpeOOBaHUS Ne 547
crarei 53, 54 u yactu 7 cratbu 67 61-D3:

2.1. TpaBu/Ia HazyieXallel AUCTPUOBIOTOPCKON TIPAaKTUKU | TIYHKTHI 3, 5 4actu 3
JIeKapCTBEHHbIX [IpernapaToB [y MeuLUHCKoOro | cratbu 8 @3 Ne 99-
TIPUMEHeHUs B paMKax EBpasuiickoro | ®3;
9KOHOMMUECKOr0 Cor03a? IOy HKT «I»

nyHkTa 6 ITonoxxenus
Ne 547;
pa3zzgen 1 . 1.1-1.5;
pa3gen 3 m.o. 3.2.1,
3.3.1, 3.3.2; pasgen 4
na. 4.1, 4.2; pasgen
5 m.n. 5.1-5.9; pasgen
6 n.o. 6.1-6.5; pa3gen
7 .. 7.1-7.3; pa3gen
8 nmn 81, 82
pa3gen 9 m.m. 9.1-94
IIpaBun Hagsexanei
JIUCTPUOBIOTOPCKOM
NIPAaKTUKU

2.2. npaBW/la HajjeXxalleldl TpaKTUKM XpaHeHus: U | MyHKTHI 3, 5 4actu 3




72

TepeBO3KH  JIeKaPCTBEHHBIX
MeUL[MHCKOTO TIPUMeHEeHUsI?

rperapaTtoB s

crate 8 ®3 Ne 99-
d3;

MOJMYHKT «I»
nyHKTa 6 [Tonoxxenust
Ne 547;

NyHKTBI 3-6 paspena
II; nyukter 41-43
pasfiena V; IyHKTBbI
44-55 paspena VI
MTYHKTBI 56-67
pasgena VII; MyHKTbI
68-71 pasgena VIII
IIpaBun Hagsexanei
MPaKTUKU XpaHeHHUsl

2.3. TpaBW/a perucTpaliiyd orepauyi, CBSI3aHHbIX C | TIYHKTHI 3, 5 yacTu 3
obpalleHeM  JIeKapCTBeHHbIX  cpeAcTB  auisi | cratbu 8 @3 No 99-
MeJIULUHCKOTO  TpPUMEHEeHWs, BK/IIOUeHHbIX B | ©3;
repevyeHb JIeKapCTBeHHBIX CpeJCTB [/ | TIOAIMYHKT «I»
MeIUL[UHCKOT 0 TIPUMEeHeHUs], noJjieXxalux | myHkra 6 ITomoxeHus
IpeiMeTHO-KO/IMUeCTBEHHOMY yuery, B|Ne 547, n. 1-5
criellanbHBIX ~ )KypHajzax  yueTa ornepauuii, | [IpunoxxeHus
CBSI3aHHBIX C oOpalleHreM JieKapcTBeHHBIX cpefcTB | Ne 1 ¢ mpusiokeHHeM
J/1s1 MeJULIMHCKOr O [IpUMeHeHUs1? Ne 1 K nmpukasy

MunsgpaBa Poccuun
Ne 378H;

pasziensl -1V
npunoxenuss Ne 1 k
npukasy Munsgpasa
Poccuu Ne 1830

2.4. rpaBWia BeJleHUsl W  XpaHeHusl CIelUa/bHbIX | IYHKTHI 3, 5 yactu 3
JKYpHaJIOB ~ ydeTa  orepauui, cBsisaHHBIX C | ctatbd 8 ®3 Ne 99-
oOpalrjeHeM  JIeKapCTBEHHBIX  cpefctB  fns | D3;

Me/IUL[UHCKOI O [IPUMeHeHUs ? MOJMYHKT «Z»
nyHKTa 6 [Tonoxxenus
Ne 547; mn. 1-11
TIPWIOKEHHUS
Ne 2 K IIpUKasy
MunsgpaBa Poccuun
Ne 378H
2.5. TpebOBaHHe O  BHeceHMM  uHpOpPMAIMKM O | YacTb 7 crTaTbu 67

JIeKapCTBeHHbIX TMpernaparax [Jjsg MeJULMHCKOro
TIpUMEHEeHHsT B CUCTEMY MOHWTODWHTA [IBHKEHUS
JIeKapCTBEHHbIX TpernapaToB Jjisi MeOULIMHCKOTro

61-®3; nmyHKTHI 3, 5
yacti 3 cratbu 8 d3
No 99-®3;
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TpUMeHeHus1?

TIOJITYHKT «I»
nyHKTa 6 [TonoxxeHus
Ne 547

Cobmoat0TCst /U JIMTeH3UATOM, OCYIIeCTBIISIOINM
PO3HUYHYO TOPTOBJIIO JIeKapCTBEHHBIMU
Triperiapatamu /ijist MeJULIMHCKOTO TIPUMEeHeHHsI:
anTeyHbIMU OpraHU3aLUsMU, UHAUBUAYTbHBIMU
npeJIIpUHUMATe/IsIMH, UMEIOLIMMHU JIMLIEH3UI0 Ha
ocylecTB/ieHe GapMarieBTHUeCcKo [esaTe/lbHOCTH:

TIOZITYHKT «e»
nyHkKTa 6 [TonoxeHnus
Ne 547

3.1.

TpaBWa  Hajjiexaileld  anTeyHOW  ITPAKTHUKU
JIeKapCTBEHHBIX TIperapaToB AJIs1  MeJMLMHCKOTo
NIpUMeHeHUs?

MyHKTHI 3, 5 yactu 3
crate 8 ®3 Ne 99-
®3; MNOAMYHKT «e»
nyHKTa 6 [Tonoxxenust
Ne 547; nynktel 3-6
pasgena II, NyHKTBI
7-11 paspena III;
MyHKTBI 12-17
pasgena IV, myHKTBI
37- 52 pasgena VI,
TTYHKTHI 53-58
pasgena VII, MyHKTEI
59-68 pasgena VIII
IIpaBun Hagsexanen
anTeyvyHoM MPaKTHUKU

3.2

npaBW/a Hajjexallell TpakTUKUA XpaHeHus U
MepeBO3KM  JIeKAPCTBEHHBIX  TIperapaToB  Jyisi
Me/JULIMHCKOT O ITPUMeHeHUs1?

NyHKTH! 3, 5 yactu 3
cratb 8 ®3 Ne 99-
®3; NOANYHKT «e»
nyHkTa 6 ITonoxxenus
Ne 547; nyHkTHI 3- 6
pa3pena II; TyHKTBI
41-43 paspgena V;
MyHKTBI 44-55
pasgena VI, myHKTbI
56-67 pasgena VII;

MTYHKTBI 68-71
pasgena VIII ITpaBun
HaJiexalien

TIPAKTUKHW XpAHEHUA

3.3.

MpaBW/ia OTIYCKad JIEKAPCTBEHHBLIX IIPErapaToB AJid
MeJUIUHCKOI'o TIpUMEHeHWs aIliITeYHbIMHA
OpraHv3aluaMu, WHAWBHUYa/IbHBIMU
npeArnpuHUMaTeIsIMi, HWMEKIIMMHA  JIMLeH3WI0 Ha

MyHKTHI 3, 5 yactu 3
cratb 8 ®3 Ne 99-
®3; TMOANYHKT «e»
nyHkKTa 6 [TonoxxeHust
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ocyilecTByieHre (hapMar[eBTUUeCKOW AesTelbHOCTH?

Ne 547; mynkTsl 1-33
npunoxeuss Ne 1,
TIYHKTBI 1-4
npunoxenss Ne 3
npukasa MuH3sgpasa
Poccuu Ne 10931

3.4. rpaBWwia OTIyCKa HapKOTUYeCKWX CpeJCTB U | MYHKTHI 3, 5 yactu 3
TICUXOTPOIHBIX BeLeCcTB, 3aperucTpupoBaHHbIX B | craTbu 8 ®3 Ne 99-
KauecTBe JIeKapCTBeHHbIX MpernaparoB? ®3; NOAMYHKT «e»

nyHkTa 6 [Tonoxxenus
Ne 547; myHkTsI 1-10
npwioxkeHuss Ne 2
npykaza MuH3apaBa
Poccuu Ne 1093H;
nyHKT 1 pasgena I
TIPUJIOKeHUs TIpUKasa
MunsgpaBa Poccun
Ne 183H

3.5. rpaBWia perucTpaluu Orepalui, CBsI3aHHBIX C | MyHKTHI 3, 5 yactu 3
obparrieHreM JIeKapCTBEHHBIX CpeficTB ana | ctatb 8 @3 Ne 99-
Me/ILMHCKOIO  TIpUMEHeHWs, BK/IIOUeHHbIX B | @3; TMOANYHKT «e»
nepevyeHb JIeKapCTBEHHBIX CpeJCTB Jnd | nyHkra 6 [TomoxxeHus
MeIULIMHCKOTO TIpUMeHeHUs], nomyexawux | Ne 547; npunoxkeHue
TNIpeMeTHO-KO/IMYeCTBEHHOMY yuery, B | npukasa MuH31paBa
CrieluanbHbIX  >KypHasiax yuyeTa orteparui, | Poccuu Ne 183H;
CBSI3aHHBIX C OOpallleHreM JIeKapCTBeHHBIX CpefcTB | mpuoxkeHne Ne 1 c
JJI1 MeJULIMHCKOT O TPUMEHEeHUS? npuioKeHUsIMU Ne 2-

3 TpYKasa
MunsgpaBa Poccun
Ne 378H

3.6. rpaBWwia BeJeHUSl W XpaHeHWsl CHeLUa/bHbIX | MMYyHKTHI 3, 5 yactu 3
JKYpHaJIOB ~ ydeTa  orepauui, cBsisaHHBIX C | ctatbd 8 ®3 Ne 99-
obpalleHHeM  JIeKapCTBEHHBIX  cpefcTB A | P3; MOAMYHKT —«e»
Me/IUL[UHCKOI O [IPUMeHeHUs ? nyHkTa 6 ITosoxxeHnus

Ne 547; mpunoxxeHue
npukasa MuHsgpasa
Poccuu Ne 1831
npunokenne Ne 2.3
ITpukasa MwuH3zgpaBa
Poccuu Ne 3781

3.7. TpeboBaHHe 0 Ha/IMYnU MUHUMAJ/IBHOIO | MYHKTHI 3, 5 4Yactu 3
accopTUMeHTa JIeKapCTBeHHbIX npernaparos, | ctatbd 8 ®3 Ne 99-
HEOOXOAWMMBIX [/l OKa3aHWs  MeAWIMHCKOH | P3; vacte 6 cTaThu
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TOMOILIU?

55 61-D3;
npunoxenne Ne 4
pacnopsokeHust Ne
2406-p;  MOAMYHKT
«e» IyHKTa 6
ITonoxxenus Ne 547

3.8.

TpeboBaHHE 0  BHeCeHMM  HH(OpPMALMM O
JIEKapCTBeHHBbIX Ipernaparax s Me[ULIMHCKOro
TIPUMEHEeHUs1 B CHUCTeMy MOHMTODUHIa J[IBI)KEHUs
JIEKapCTBEHHBIX IIpernaparoB /il  Me[ULIMHCKOrOo
TpUMeHeHUs?

NyHKTH! 3, 5 yactu 3
cratb 8 ®3 Ne 99-
®3; vacte 7 cTathu
67 61-®3; NOAMYHKT
«e» IIyHKTa 6
ITonoxxenus Ne 547

3.9.

TpaBW/ja OTIyCKa JIeKapCTBEHHBIX —IIperapaToB
MeJULIMHCKUMH OpraHu3alusMy, 000cob1eHHbBIMU
ToJipa3/ie/IeHusIMU ~ MeJJULIMHCKAX ~OpraHusaluii B
COOTBETCTBUM €  TpeboBaHWEM O  BHECEeHUH
vHbOpMalui O JIeKapCTBEHHBIX IIperapaTtax [jist
MeUL[MHCKOTO TIPUMeHeHUst B cucTeMmy
MOHHTOPHHIa JIBIDKEHUS JIeKapCTBEHHBIX
TIpernaparoB /71 MeIULUHCKOr O IPUMeHeHUs ?

NyHKTH! 3, 5 yactu 3
cratb 8 ®3 Ne 99-
®3; vacte 7 cTathu
67 61-®3; NOAMYHKT
«e» MyHKTa 6
IMonoxenunst Ne 547

Co0soaroTest i JIULEH3UaToOM, OCYILECTBISIONIMM
W3rOTOBJIEHVE U OTITYCK JIEKAPCTBEHHBIX TIPerapaToB
JU1s MEJJULIUHCKOTO TIPUMEHEHUST:

MOZTYHKT «3»
nyHkTa 6 ITosioxxeHus
Ne 547

4.1.

TIpaBW/la M3TOTOBJIEHHS JIeKapCTBEHHBIX IIperapaToB
J/11 MeIULIUHCKOT O [IPUMEHeHUs ?

MyHKTHI 3, 5 yactu 3
cratb 8 ®3 Ne 99-
®3; MNOAMYHKT «3»
nyHkTa 6 [TonoxxeHnus
Ne 547; nyHkrel 1-
115 mnpunoxeHuss K
npukasy MuH3gpaBa
Poccun Ne  751H;
npunoxenus Ne 2-15
npukasa MuH3sgpasa
Poccuu Ne 7510

4.2.

MpaBW/a OTIyCKa JIEKAPDCTBEHHLIX IIperapaToB [Jisd
MeJUIUHCKOI'0O HpI/IMEHEHI/IS{?

NyHKTHI 3, 5 yactu 3
cratb 8 ®3 Ne 99-
®3; MNOAMYHKT «3»
nyHkTa 6 ITosioxeHust
Ne 547; nyHKTbI 116-
142 mnpunoxeHusi K
npukasy Munsgpasa
Poccun  Ne  751H;
MYHKTHI 1-13
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npunoxenuss Ne 1 k
npukasy MuH3gpaBa
Poccuu Ne 751H;

5. Cobmofaercss v TpeboBaHWe O 3arpeTe MPOAAXKU | MYyHKTHI 3, 5 yactu 3
(hanbcuUIMPOBaHHBIX  JIEKAPCTBEHHBIX — CPeJCTB, | ctatbu 8 ®3 No 99-
He/[00pOKayeCTBEHHBIX  JIEKAPCTBEHHBIX — CpefcTB, | ®3; cr. 57 61-D3;
KOHTpa(aKTHBIX JIeKapCTBEHHbIX CPefiCTB? MOJIYHKT «H»

nyHkTa 6 ITosoxxeHus
Ne 547; n. 45 IlpaBun
HaJ|ieskarei
MIPaKTUKU XpaHeHHUs!

6. CobnrofjaeTcss M JIMLEH3UAaTOM, OCYLIECTBISIOIIUM | MOJMYHKT «K»
XpaHeHHe JIeKapCTBeHHBIX Cpe/iCcTB Jns | nyHkra 6 IToyoxeHnus
MeJULIMHCKOI' O IIPUMeHeHus: Ne 547

6.1. rpaBWwia XpaHEeHWsl JIeKapCTBEHHbIX CpeJCTB /sl | MyHKTHI 3, 5 yactu 3
MeJULIMHCKOrO PUMEeHEeHUs ? cratb 8 ®3 Ne 99-

®3; MNOAMYHKT «K»
nyHKTa 6 [Tonoxxenust
Ne 547; nyHKTHI 1-13,
15-17, 20-21, 24-70
IIpaBui XxpaHeHuUst

6.2. TpaBW/a Hajjexaileld TMpPaKTWKA XpaHeHWs U | MyHKTHI 3, 5 yactu 3
MepeBO3KM  JIeKapCTBEHHbIX  IpernapartoB  Ajs | craTbl 8 ®3 Ne 99-
MeJULIMHCKOrO PUMEHEHUS? ®3; MNOAMYHKT «K»

nyHkTa 6 ITonoxxenus
No 547; myHKTBI 1-5,
7-12, 15-21, 23-71
IIpaBun Hagsexanei
JIUCTPUOBIOTOPCKOM
NIPAaKTUKU

7. Vimeercss i JIML0, OTBETCTBEHHOE 3a BHeZIDEHME U | MOJIYHKT «1»
obecrieueHre CUCTeMbl KauecTBa XpaHeHUsi W | myHKTa 6 ITosoxkeHus
[1epeBO3KHU JIeKapCTBEeHHBIX IIperapaToB u | Ne 547
aKTyaau3aLyo CTaHJApTHBIX OIepaLOHHBIX
TpoLieiyp A/ OCylecTB/leHHsl (apMarjeBTHYeCcKOon
JesTeslbHOCTH B cepe obpaleHust jieKapCTBEHHBIX
CpeACcTB [  MeJULIMHCKOTrO TpUMEHeHUs B
COOTBETCTBUH C:

7.1. NpaBU/IaMU HajJieXkalljeld MpakTUKW XpaHeHWs U | MyHKTHI 3, 5 yactu 3

1epeBO3KU JIeKapCTBEeHHBIX IperapaToB?

cratb 8 ®3 Ne 99-
®3; MNOAIYHKT «JI»
nyHkTa 6 ITonoxxeHnus
Ne 547
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MTYHKTBI 4-7, 9
IIpaBun Hazexarei
TIPAaKTHKY XpaHeHUsI

7.2. MpaBUIaMU Hajyiexaruein UCTPUOBIOTOPCKOW | TIYHKTHI 3, 5 yactu 3
TIpaKTUKW B paMKax EBpasmiickoro skoHomudeckoro | crateu 8 @3 Ne 99-
Coro3a ymia? ®3; NOAMYHKT «JI»
nyHkTa 6 ITosioxxeHust
Ne 547;
MYHKTBI 8,12,17-
21,110-116 IlpaBun
HaJjiexaliein
IUCTPUOBIOTOPCKOM
TIPaKTUKU
8. Vmeercst v y MHAUBUAYANbHOIO NpeANpUHUMATe/Is | IyHKTHI 3, 5 yactu 3
ISt OCYILIeCTB/IEHUS thapmarieBTHUeckoi | cratbd 8 ®3 Ne 99-
JiesATeqlbHOCTH B cdepe obpariieHus /ieKapCcTBeHHBIX | D3; MOAMYHKT «M»
CpefCTB U1l MeJULIMHCKOTO IpHUMeHeHUsl BbIcilee | MyHKTa 6 ITonoxxeHus
win cpeanee (apmaileBTUUeCcKoe obOpa3oBaHue, a | Ne 547; mpuioxeHue
TaKKe CepTU(UKAT CreryanucTa Wi TpoWfieHHas | K TIpUKasy
aKKpeAuTaLus crienranvcra? Mun3gpasa Poccum
Ne 7074H;
TIpUIOXKeHHe K
npukasy MuH3jpaBa
Poccun
Neo 83H
9. Wmerorcs 5y JiMijeH3uWata  pabOTHUKH, | MOJIMYyHKT «H»
3aK/IIOYMBIIME C HUM  TPYyJOBble  [OrOBOpHL, | MyHKTa 6 ITonoxxeHus
JlesITe/IbHOCTb KOTOPBIX HeIoCpe/CTBeHHO CBsi3aHa C | Ne 547
OITOBOM TOProBJ/Iell JleKapCTBEHHbIMU CpefCTBaMU
A/ MeJULIUHCKOTO TpHUMEeHeHHUsl, UX XpaHeHWeM U
(W) pO3HUUHOW TOPrOBel JieKapCTBEHHBIMHU
rperiapaTamMy Jyiss MeJULMHCKOrO IPUMeHeHUs, UX
OTITyCKOM, XpaHeHHeM U U3rO0TOBJIeHHeM, UMEIOIINX:
9.1. Js1 OCYLLeCTBJIeHHS (hapmalleBTU4YeCKOH! | TyHKTHI 3, 5 yacTH 3

JIeATe/IbHOCTH B cdepe 0OpaIieHus 1eKapCTBeHHBIX
CpeicTB i1 MeAWLIMHCKOTO TpUMeHeHUs (3a
WUCK/TIOUeHHeM  000COO/IeHHBIX — [MO/pa3sfie/ieHui
MeJMIIMHCKUX OpraHM3aliuii) BBICIIee WM Cpe/Hee
tdapmarieBTueckoe ~ obpa3oBaHMe, A  TakXe
cepTudUKaT  CreLUaJMCTa WX  TPONJEeHHYIO
AKKpeJUTAINIO CTIeI[hannucTa’?

cratb 8 ®3 Ne 99-
®3; NOANYHKT «H»
nyHkTa 6 ITosioxxeHust
Ne 547; mpunoxxeHue

K TIpHKasy
Munsgpasa Poccun
Ne 707n;

TIDUJIOKeHH e K
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npukasy MuH3gpaBa

Poccun
Ne 831
9.2. MyHKTHI 3, 5 yactd 3
J7s1 OCYLLeCTBJIEHHS tdapmarieBTH4eCcKoH | craten 8 ®3 Ne 99-
JesITe/TbHOCTH B ctepe oOpaiieHyst JIeKapCTBEeHHBIX | D3; MOANYHKT —«H»
CpeACTB  UIi  MEJMIMHCKOTO TIPUMeHeHus B | myHKTa 6 [TosoxkeHust
060co6/eHHBIX — TOJpa3fieNeHusx  MeJULMHCKUX | Ne 547; mpuiiokeHve
OpraHM3aLid [JIOTIOJTHUTEIbHOe TPOQeCcCHOHANbHOoe | K NpUKasy
obpasoBaHMe B UaCTW pO3HUYHOM TOProBmM | Mun3gpasa Poccuu
JIeKapCTBeHHbIMU TIperiapaTaMy [jsi MeAULIMHCKOro | Ne 7078;
NIpUMeHeHNs TIPY Ha/IMYKMY NIpaBa Ha OCYIeCTB/IeHHe | MPUIoKeHHe K
Me/JULIMHCKOH [iesaTe/IbHOCTH? npuka3sy MuH3/paBa
Poccun
Ne 83H
10. Nwmeetcs J TMOBBILLIEHNE KBa/IM(UKALMU | TIYHKTHI 3, 5 yacTu 3
CTELUAIUCTOB C (hapMaleBTUUeCKUM obpasoBanueM | ctatbu 8 @3 No 99-
C IepUOAUYHOCTBIO He pexke 1 pasa B 5 jieT ®3; MNOANYHKT «I»
nyHkTa 6 ITonoxxenus
Ne 547

4. Buzi KOHTPO/IBHOTO (HaZj30PHOr0) MEepPONPUSTHS:

5. [laTa 3ario/iHeHUst IPOBEPOYHOTO JIUCTA:

6. OOBEKT rocy/JapCTBEHHOTO KOHTpOJsS (Haj30pa), B OTHOIIIEHHWHW KOTOPOTO TIPOBOAMUTCS KOHTPOJIbHOE (HaZ30pHOe)
MepOTpUsITHE:

7. @®amunus, UMS U OTYeCTBO (MPYM HaJIUUMK) TpaK[aHWHA WIA WHJWBUYaJbHOTO MpeANpUHUMATENS, €ero
WJeHTU(PUKALIMOHHBIM HOMep HajlororiaTe/lbiliuka U (WIM) OCHOBHOM TI'OCY/lapCTBEHHBLIM pPerucTpaljMoHHbIM HOMep
WHAVBUYa/JIbHOTO TIpeJITIpUHUMATe/s, a/[peC perucTpalyd TpaKJaHWHAa WIA WHAUBUAYAJBHOTO TpeArpuHUMaTess,
HavMeHOBaHWe IOPUAMYECKOTO JIMla, €ro UAeHTU(PUKALMOHHBIM HOMep HaJIororyiaTenbliuka W (WIA) OCHOBHOM
rOCy/JapCTBeHHbIN PErUCTPA[MOHHBIN HOMEp,  aJipec IOPUANUECKOTO Jiuija (ero ¢GuirianoB, MpeACcTaBUTeTbLCTB, 000C00IeHHbIX
CTPYKTYPHBIX TOZpa3zeeHuni), IB/SIOMIUXCSI KOHTPOJIUPYEMbIMU JIULIAMU:

8. Mecto (mecta) TIpOBefieHHSI KOHTPOJILHOTO (HA/I30PHOTO) MEpOIpUSTUs C 3arllojlHeHHeM IIPOBEPOYHOr0 JIMCTa:
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9. PekBH3UTHI pellleHUs1 KOHTPOJILHOTO (HaZI30pHOr0) OpraHa O MPOBeleHUM KOHTPOJBLHOTO (Ha/I30pPHOT0) MepONpUSITHS,
MOAMMCAHHOI0 YTIOJTHOMOYEHHBIM /I0/DKHOCTHBIM JIML[OM KOHTPOJIBHOTO (HaZI30PHOT0) OpraHa:

10. YueTHbIli HOMep KOHTPOJILHOTO (Ha/[30pHOI'0) MEPOIIPHUSATHUS:

11. JomxHOCTb, aMWIvs WU WHULMAIBI JO/DKHOCTHOTO JIML]a KOHTPOJILHOTO (HaJ30pHOI0) OpraHa, B [O/DKHOCTHBIE
00513aHHOCTU KOTOPOTO B COOTBETCTBUHU C TOJIOKEHWEM O BHjle KOHTPOJIS, ZO/DKHOCTHBIM perjiaMeHTOM WIH JO/DKHOCTHOM
VMHCTPYKLMEeH BXOJUT OCYIlleCTB/IeHWe TMOTHOMOYMHI 0 BUJY KOHTPOJs, B TOM UMCJ/ie MpOBeJjeHrue KOHTPOJIbHBIX (Ha/[30PHBIX)
MepOMPUSITHH, TIPOBOASIIETO KOHTPOIbHOE (HaZ30PHOE) MEPOIIPUSATHE U 3allO/THSOIEro MPOBEePOYHbIN JTUCT:

12. Tlogmucy [O/DKHOCTHBIX JIML, KOHTPOJBHOTO (HAZ30pHOI0) OpraHa, y4acTBYIOIIMX B NPOBEJ€HWHA KOHTPOJIbHOTO
(HaZ30pHOT0) MEPONPUATHS:

(momxHOCTH, (PaMUTMU Y UHULAATIBI)
13. Tlognuce pykoBoAuWTENsl TPYNMbl JOJ/DKHOCTHBIX JIML, KOHTPOJIBHOTO (HAJ30pHOr0) OpraHa, Y4yacTBYHOLUX B
MPOBeJIeHUH KOHTPOJILHOTO (Ha/I30pPHOI0) MEPOIIPUSTHUS:

(A0/DKHOCTD, (haMUIMS U UHULAJTBI)
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ITpunoxxenve Ne 8
K nipriKasy DeziepanbHON CTy>KOBI
T10 Ha/;30py B cdepe 3/1paBOOXpaHeHuUs
oT Ne

®opma

QR-kop,

ITpoBepoYHbIN JUCT
(CIMCOK KOHTPOJIBHBIX BONPOCOB, 0TBETHI HA KOTOPbIe CBHAETETHCTBYIOT 0 COO/TH/IeHIH WIN HeCOO TI0ieHUH
KOHTPOJIMPYeMbIM JIMLOM 00s13aTe/TbHBIX TPe0OBaHUH), HCI0/Ib3yeMblil PDeepanbHOi CTy)K00i#1 110 Ha30py B chepe
3/lpaBOO0XPaHeHHs U ee TePPUTOPUA/TILHBIMH OPraHaMH NMPH OCYILeCTB/IeHUH (pe/lepa/ibHOr0 rocy/JapCTBeHHOr0 KOHTPOJIA
(Haj30pa) B chepe oOpaieHust IeKapCTBEeHHBIX CPe/CTB (AOK/JIMHNYECKHE HCCIe0BAHUA IEKAPCTBEHHBIX CPe/ICTB /ISt
MeJMIIMHCKOT'0 MPUMeHeHH)

1. HaumeHoBaHHe BU/la KOHTPOJIS (Ha/[30pa), BK/IOUEHHOTO B €/IUHBIN peecTp BU/IOB (he/lepasbHOTO rOCY/1IapCTBEHHOTO
KOHTpO/s (Haz30pa):

2. HanMmeHOBaHWe KOHTPOJILHOTO (Ha/I30pHOT0) OpraHa M peKBU3UThl HOPMAaTUBHOT'O TIPABOBOTO akTa 00 yTBepKAeHUu
(dhopMbI TTPOBEPOYHOTIO JIUCTA:

3. CIMCOK KOHTPOJIbHBIX BOIPOCOB, OTPAKAIOIIUMX CojepkaHue 00s3aTe/lbHBIX TpebOoBaHWM, OTBEThl Ha KOTOpPbIE
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CBU/IETE/ILCTBYIOT O COO/TIO/IEHUH UM HeCOOTI0IeHUM KOHTPOJIUPYEeMbIM JIUI[OM 00si3aTe/IbHbIX TpeboBaHUIA:

PeKBU3UTH HOPMaTHUBHBIX OTBeTHI Ha BOIIPOCH], COeP>KalIecs B IMpumeuaHue
TNPaBOBBIX aKTOB, C YKa3aHHEM HX Crrcke KOHTPOJIBHBIX
Ne i/ CrMCOK KOHTPOJIbHBIX BOIPOCOB, CTPYKTYPHBIX eJMHUL], KOTOPBIMU BOIIPOCOB
OTpa’KaIOLIMX COJZlepyKaHue 00s13aTelbHbIX yCTaHOBJIEHBI 00si3aTe/IbHbIE
TpeboBaHMi TpeboBaHMs Ja HeT HENpUMEeHUMO

Pemenvie CoBera EBpasuiickoii JkoHomuueckor Komwuccuu ot 3 Hosi6psi 2016 1. Ne 81 «O6 ytBepxaeHun IlpaBui Hajjiexailed /1abopaTOpHON TPAKTHKK EBpasHiicKoro
OkoHomuueckoro Coro3a B cepe obpartieHus ieKapCTBeHHbIX cpeicTB» (OduipanbHbii caT EBpa3suiickoro SKOHOMHUYeCKoro coro3a http://www.eaeunion.org/, 21 Hosiopst 2016 r.)
(manee — TlpaBuna Hapmexareidi sabopatopHoi mnpaktviku EAJC); ®epepanbHbiii 3akoH oT 12.04.2016 Ne 61-®3 «O6 obparieHud jekapcTBeHHBbIX cpenctB» (Cobpanue
3aKoHogarenbcTBa Poccuiickoit @epeparyu, 2010, Ne 16, cr. 1815; 2022, Ne 13, ct. 1953) (manee - 61-D3)

1.Tpe6013aH1/1;1 K cucTeMe obecrieueHust KauecCTBa, IIepCoHany WUCMBITaTe/TbHON na6opaTop1/H/1, TOMeILeHUsAM /1 TIPOBeJeHUA I/ICC}'IE,Z[OBEIHI/II‘/’I, 060py,ELOBaHI/I}O, MaTepHasiaM u

peakTHBaM, TeCT-CUCTeMaM, UCIbITYeMbIM BelljeCTBaM (JIeEKapCTBEHHBIM Cpe/iCTBaM) U 00pasijaM cpaBHeHUsl (KOHTPOIbHBIM 00pasiiam), CTaHJAPTHBIM OMepaljuOHHbIM TPoLeypaM
(manee - COII).

1.1 VmeeTcst v B McnibITaTeIbHOM ylaboparopuy, | myHKT 8 TIpaBus Hagiexkatei
TIPOBO/SIIIeN JOKIMHUYEeCKHe JabopaTopHo# rpakTuku EADC
(HeKMMHUYEeCKHe) UCC/IeIoBaHusI, CUCTEMA
obecrieueHus KauecTBa, IIOATBEP)KAI0ILast, UTO
HCCIIeflOBaHUS NTPOBOJATCA B COOTBETCTBUHU C
[paBuiamMu HajyexKailjei 1abopaTopHOi
npaktuku EASC?

1.2 O6nagaet mu crcteMa obecrieueHust KauectBa yreep>kaeHHbiMU COTI, B KOTOPBIX MOAPOOHO Y MOC/Ie[J0BAaTeIbHO OMUCHIBAETCS TIOPSAOK OCYIIECTBIEHUS BCEX
71abopaTOPHBIX ¥ TIPOM3BO/ICTBEHHBIX OMepaLyi, BKIFOUast:

TMIOCTYTIIeHNe, UAeHTU(UKALMI0, MapDKUPOBKY, | OAMYHKT «a» MyHKTa 9 [TpaBun
06paboTKy, oTOOp Mpob, UCTIOIb30BaHKE, Ha/|Iexartiei 1abopaTopHoi
XpaHeHHe ¥ YHUUTOXeHre (YTAIM3aLni) nipaktuku EADC

WCCIeIyeMBIX BeIeCTB (JIeKapCTBEHHBIX
cpefCcTB) ¥ 06pasIOB CPAaBHEHUS?

00cCTy)XKrBaHHe U TOBEPKY M3MePHUTeTbHBIX MOAMYHKT «0» miyHkTa 9 [TpaBun
npubOpOB ¥ 000PYJOBAHUS? HaJiekarteit 1abopaTopHoOi
npakTuku EASC
TIPUTOTOBJIEHNE PEAKTHBOB, IIUTATeTbHBIX MOAMYHKT «B» IyHKTa 9 TIpaBun
cpefi, KOpMOB? HajyieXkarteit 1abopaTopHoi

npaktuku EADC
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BeJleHue 3aru1ceil, 0TUeTOB U UX XpaHeHue?

MOATMYHKT «I» TiyHKTa 9 [TpaBun
Ha/|Iexartiei 1abopaTopHoi
npakTuku EASC

06ciy)KMBaHUe MOMeIeHHH, B KOTOPBIX
TIPOBOJUTCS UCC/IeJOBaHUe?

MOJAMNYHKT «ZJ» MyHKTa 9 I1paBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EADC

TIpreM, TPAHCITOPTUPOBKY, pa3MelieHe,
orvicaHue, UIeHTU(HUKALUI0 UCCIeoyeMbIX
BellleCTB U TeCT-CUCTEM?

MOZIMYHKT «e» MyHKTa 9 ITpaBun
Ha/|jIexartei 1abopaTopHoi
npaktuku EASC

oCylllecTB/IeHHe TulaHa (TIPOTOKOJIa,
MPOrpamMMbI) TI0 00eCIIeueH 0 KauecTBa
MOKJIMHUUECKOTO (HEK/TMHUUECKOT0)
KCC/Ie0BaHUA?

MOAIYHKT «oK» MyHKTa 9 [IpaBun
Ha/|Iexariei 1abopaTopHoi
npaktuku EASC

1.3 Ha3naueHsl 11 pyKoBoguTe1€M nyHKT 10 ITpaBun Haexarreit
WCIbITaTeIbHOM J1ab0paTopyH JIUIIA, saboparopHoii npakTuku EASC
OTBETCTBEHHEIE 3a CHCTeMy obecrieueHust
KauecTBa ¥ obecrieurBaroliye eé cobmoeHne
JPYTMMU COTPYJHUKaMU HCTIbITaTebHOU
naboparopuu?
He 3a71eliCTBYIOTCS JTU JTMI]a, OTBETCTBEHHBIE 3a | ab3ar] 2 myHkTa 10 ITpaBun
cucteMy obecriedeHUsl KauecTsa U Haglexxaliell nabopaTopHoii
obecrieunBatoiye eé cobmoieHre IpyruMu npakTiku EADC
COTPYZHUKaMH HCIIbITaTeIbHON J1labopaTopHy,
OJHOBPEMEHHO B NTPOBeJIeHNU UCC/IeJ0BaHUs U
MpOBepKe KayeCTBa 3TOr0 MCCIe0BAHUS ?

1.4 Bxogut /1 B 00513aHHOCTH IIepCcoHasla, OTBETCTBEHHOI'O 3a obecrieueHre KauecTBa:

pa3paborka COII u ux BHe/IpeHHe B
WCITBITAaTe/IbHOM 71ab0paTopuH, a TaKXKe
cucTeMaThyecKast IIpoBepKa X coO/0eHus?

MOAMNYHKT «a» nyHKTa 11 IlpaBun
HaziIexalelt 1abopaTopHOI
npakTuku EASC

TIpOBe/leHre NHCIEeKLUH C Lie/Ibi0

MO/ TBEPIK/IeHHs] COOTBETCTBHUS UCC/Ie/J0OBaHHUS
ITpaBusaM Hajiexkalel 1abopaTopHOK
npakTukKu EA3C, 0CTynHOCTH [i/151 epcoHasa
ryiaHa uccnenoBanus U COI, a Takxke
roTBepXK/ieHue (haKTa UX UCIIOTHEeHHs TIPU

MOJMNYHKT «O» myHkTta 11 TIpaBun
HajiIeXxalnel 1abopaTopHOi
npakTuku EASC
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MIpOBe/IeHUH UCCIe0BaHus?

MpOBepKa 3aK/II0UUTEe/IbHbIX OTYETOB AJIs
TIOZITBEPIK/IeHHUS TOTO, UTO METO/IbI,
npoLieypel, HabJ/IIOIeHNs U pe3y/IbTaThl
W3710’)KeHbI TOYHO U B TIOJTHOM Mepe OTPa)KaroT
TepBUYHBIE JJaHHbIe UCC/Ie0BaHUN?

MOAIYHKT «B» IyHKTa 11 [TpaBun
Ha/|jIexartei 1abopaTopHoi
npaktuku EASC

cooblijeHre B TMCbMEHHOM BU/ie (0TUeT) o
pe3yJibTaTax MHCIEKLUH PYKOBO/CTBY
HCIIbITaTeIbHOH J1ab0paTopyy, PyKOBOZAUTETIO
HCCe/I0BaHuUS, Be/yllleMy UCC/Ie/i0BaTeso U,
NpY He00XOAUMOCTH, APYTUM PYKOBOJSIIUM
paboTHHKaM?

MOAMNYHKT «r» MyHKTa 11 TIpaBun
Ha/|jIexartei 1abopaTopHoi
npaktuku EASC

TIOATOTOBKA U TIOATMCAHUE 3aK/TIOUeHus],
TMIPUJIaraeMoro K 3aK/II0YUTe/IbHOMY OTUeTy, B
KOTOPOM YKa3bIBalOTCsI TUITbI MHCIIEKLIUMN, JaThl
VX TIPOBe/IeHUs], BK/IIOUasi MHGOpMaLpo 06
jTarax MpoBepsieMOro MUCC/eJOBaHuUs, U AAThI
repefiauu pe3y/bTaToOB UHCIIEKTUPOBAHUS
PYKOBOZICTBY HCITBITAaTeIbHOM 71ab0paTopuy,
PYKOBO/JJUTEJTFO UCCIIeZIOBAaHUS U BeAYILIEMY
nccnenoBaTeno? Coep>KUT 1 3aK/II0YeHre
VH(OPMALIMIO O TOM, UTO [ePBHUYHbBIE /JaHHBIE
WCCIIelOBaHUsI OTPayKeHbI B 3aK/IIOUUTETbHOM
oTyeTe I0CTOBEPHO?

MOANYHKT «J» MyHKTa 11 IIpaBun
Ha/|1exarilei 1abopaTopHoi
npakTuku EASC

1.5 ObecrieueHo /T pyKOBO/ICTBOM nyHKT 12 TIpaBun Hajiexartei
WCIbITaTe/IbHOM 1ab0paTOpUK COOTBETCTBUE saboparopHoii npakTuku EASC
BBITIOJIHsIeMbIX pabot ITpaBuiaM Haziexaien
naboparopHoii npaktuku EA3C?

1.6 PyKkoBO/CTBO UCTIbITaTeIbHOM JTabopaTopuu:

obecrieunBaeT /i HaJIMUUE COTPY/HUKOB,
COOTBETCTBYIOLIEro 000pyZoBaHus, CPe/ICTB U
MaTeprasioB JIJisi CBOeBPEMEHHOT0 U
Ha/lJIeXKalllero poBe/ieHNst CC/leIoBaHUsI B
KOJInuecTBe, 00ecrieurBaroIieM BO3MOXKHOCTh
TI0JTHOT'O BBIMTOJTHEHHSI TIPOLIeAyPhI
WcCrieJoBaHU ¥ 00ecrieueHusi ee KauecTsa B
UCITBITAaTeIbHOM 7Tab0paTOpUM B COOTBETCTBUM

MOAMYHKT «a» nyHKTa 13 [IpaBun
HaziIexalel 1abopaTopHOi
npaktuku EASC
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¢ TpeboBanusiMu [TpaBui Hayiexaruei
naboparopHoii npaktuku EADSC u
PYKOBOZCTBA M0 KaueCTBY [JaHHOM
nabopatopuu?

obecrieunBaeT 1 BefleHHe yJeTa 3am1cel o
KBaM(prKaLuK, 00y4eHHH, OTTbITe 1
KOMITETEHIUH CIeIUaJMCTOB U TEXHUUECKOTO
TepcoHa’sia UCIbITaTenbHOM JlabopaTtopruu?

MOJMNYHKT «O» myHkTa 13 TpaBun
Ha/|Iexariei 1abopaTopHoi
npakTuku EASC

obecrieunBaeT JIv TIOHNMaHKe 00s13aHHOCTeH
BCEMH COTPYAHUKAMH UCITBITaTebHOM
71abopaTopuH U, MPU HeoOXOJUMOCTH,
obecrieyrBaeT I MX COOTBETCTBYIOLIVE
obyueHue U MoJroTOBKY?

MOAMNYHKT «B» NMyHKTa 13 IlpaBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EASC

yrBepxaaet i COII v u3mMeHeHUs1, BHOCUMBbIEe
B HUX, 00ecrieurBaeT JiM UX BBITIOJIHEHHE?

MOAMNYHKT «I» MyHKTa 13 [1paBun
Ha/iexalei 1abopaTopHoi
npaktuku EASC

obecrieunrBaeT M HAJIMUME CUCTEeMBI
obecrieueHyst KaUeCcTBa ¥ HA3HAYAET JIM JIMII,
OTBETCTBEHHBIX 3a CUCTEMY 00ecrieueHust
KauecTBa?

MOANYHKT «J» TyHKTa 13 [IpaBun
HaziIexalel 1abopaTopHOi
npakTuku EASC

Ha3HayvaeT JIi PYKOBO/JUTEJISI UCC/IeIOBAHMUS U3
YyKC/Ia COTPY/THUKOB UCITBITaTeTbHOMN
71abopaTOpUH, UMEIOIINX KBaTU(PUKALUIO,
COOTBETCTBYIOMLIYIO 1[eJISIM CC/IeZIOBAHYS,
repe/i Ha4ajJo0M KaXK[0ro UCC/Iel0BaHus?
3aMeHa pyKOBOZMTEJISI UCC/Ie[JOBAHUS
TIPOBOJIUTCSI JT COTJIACHO YCTaHOBJ/IEHHOM
rporiefype v 0popMIsieTCst JTn
JIOKYMEHTA/IbHO?

MOAIYHKT «e» nyHKTa 13 [IpaBun
HajiIekalnelt 1abopaTopHOK
npaktuku EASC

B C/Tyuae TIPOBeieHHsI MHOTOLIEHTPOBOTO
WCC/IeJOBaHUsT Ha3HAuaeT JIU 1Py
HeoOXO/[IMOCTH BeAyIIIero MCCiefioBaTelIs,
HMeIOILero COOTBETCTBYOIIee 00pa3oBaHue,
KBa/IM(PUKALIMIO ¥ OMBIT? 3aMeHa BeAyIlero
WCCIeioBaTe s IPOBOJAUTCS JIA COTJIACHO
yCTaHOBJIEHHOM Tporiefype v opopmsieTcst Jiu
JIOKYMeHTa/IbHO?

MOAMYHKT «oK» MyHKTa 13 IpaBun
HaziIexalel 1abopaTopHOi
npaktuku EASC
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obecrieunBaeT i1 yTBep>KAeHe
PYKOBOIUTE/IEM HCCIIeIOBaHMS TIaHa
UccaenoBaHUs?

MOAMYHKT «3» MyHKTa 13 [IpaBun
Ha/|Iexartiei 1abopaTopHoi
npakTuku EASC

KOHTPOJIUPYET JIi, YTOOBI PYKOBOJHTE/Tb
WICC/IeJOBaHMUSI TIPE/JOCTABUIT YTBEP)KeHHBII
TUIaH MCC/IeJOBaHMUSI TIEPCOHATy OTZesa
obecrieueHus1 KauecTBa?

MOAMYHKT «W» nyHKTa 13 ITpaBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EADC

obecrieurBaeT /11 BeJeHre 00HOB/IIEMOI0
nepeunst COII (c coxpaHeHHeM NpefbIAyLIX
pefaKLuin)?

MOJNYHKT «K» MyHKTa 13 [1paBun
Ha/1exarilei 1abopaTopHoi
npaktuku EADC

HasHa4aeT /I COTPYJHMKA, OTBETCTBEHHOIO 3a
BeJleHHe apxuBa?

MOAMNYHKT «/» NyHKTa 13 [TpaBun
Ha/|Iexartei 1abopaTopHoi
npakTuku EASC

obecrieunBaeT 1 BefieHe OCHOBHOTO
rpadmka?

MOJAMNYHKT «M» NyHKTa 13 IlpaBun
Ha/iiexairieti 1abopaTopHOt
npaktuku EADC

B (JIy4ae TPOBe/IeHKsi MHOTOL[EHTPOBOTO
WCC/ieJOBaHUsl 00eCTieunBaeT Jiu
B3aUMO/IefiCTBHE PYKOBOJUTEIS NCCIeA0BaHus,
Be/IyIL[ero UCCIeZ0BaTeIs, JIHLI,
OTBETCTBEHHBIX 3a CUCTEMY 00ecrieueHust
KayeCcTBa, ¥ TIepCOHaa, YU4acTBYIOIIEro B
MPOBE/IEHUH UCC/Ie[I0BaHMS?

MOAMYHKT «H» MyHKTa 13 [1paBun
Ha/|jIexartei 1abopaTopHoi
npaktuku EASC

onpejesseT U NpoLeAyPhl AJi1 KOHTPOJIS
HCII0/Ib30BaHUS KOMITbIOTEPU3MPOBAHHBIX
CHCTEM I10 Ha3HAUEHHIO, 00eCIIeUnBaeT JIM UX
Ba/mMalnio, GyHKLMOHUPOBaHUe U
obcyxuBaHue coriacHo [IpaBunam
Haziexaitei maboparopHoii npaktuku EADC?

MOAMNYHKT «0» MyHKTa 13 [IpaBun
Ha/iexalei 1abopaTopHoi
npaktuku EASC

1.7

PYKOBO,E[I/ITE]II: Hcc/ieq0BaHA:

COTIJIaCOBBIBAET JIM TIaH UCCIe[0BaHus U
BHOCHMBbIE B HETO U3MeHeHWUsl, 3aBepsieT JIM UX
TIOJTIUCHIO C YKa3aHWeM JlaThl?

MOAIYHKT «a» nyHKTa 15 [IpaBun
HajiIekalnelt 1abopaTopHOK
npaktuku EASC

OpraHu3yeT Jik IIpoBeJieHre JOK/IMHUYEeCKOro

MOAMYHKT «0» myHkTa 15 ITpaBun
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(HeKMHIYEeCKOT0) UCC/Ie/|0BaHMS,
pacmpe/iesisieT i 0013aHHOCTH MEXY
yuaCTHUKaMH WCCJIe/JOBaHUs?

Ha/|Iexariei 1abopaTopHoi
npaktuku EASC

KOHTPOJIMPYeT JIi CBOEBPEMEHHOe
TIpeJj0CTaB/IeHUe NTepCOHaIy OTZesa
obecrieueHHs KauecTBa KOIMHUY T/IaHa
VICC/IeJOBAaHUSI M U3MEHeHUH COTIacHO
TpebOBaHUSIM K MTPOBE/IEHUI0 UCCIe0BAHNS?

MOJAMNYHKT «B» MyHKTa 15 [IpaBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EADC

obecrieunBaeT Jiv IpefiOCTaB/IeHNe MepCoHaNy
I/IaHa UCCIeZ0BaHUS U U3MEHEeHNH, a TakxKe
CcoIT1?

MOAMYHKT «I» MyHKTa 15 [1paBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EASC

OTBeYaeT Jii 3a oopmyieHHe Tj1aHa
UCCJIe[JOBaHMs], 3aK/TIOUNTELHOTO OTYeTa U
BHOCHUMBIX B HUX U3MEHEHHI?

TIOANYHKT «J» IyHKTa 15 [IpaBun
HaziIexalel 1abopaTopHOi
npaktuku EASC

obecrieunBaeT 1 coOJIFOIeHHe TIPOLIEAYP,
yKa3aHHbIX B IJIaHe UCC/Ie/|OBaHHsI, OL|EHUBAeT
JIN U JOKYMEHTHUDYET JIK BIIUAHHUE JIIOOBIX
OTK/IOHEHHH OT [UIaHa MCC/Ie0BAHMS Ha
KauecTBO U JOCTOBEPHOCTh Pe3y/IbTaTOB
HCC/Ie[OBaHUsI, [IPU HEOOXO0UMOCTH
MpeiNpUHUMAET JI1 COOTBETCTBYIOLME
KOPPEKTUPYIOIIIie MepOIPUSITUS?

TOJIYHKT «e» MyHKTa 15 I1paBun
Ha/|Iexariei 1abopaTopHoi
npakTuku EASC

obecrieunBaeT 11 MpaBUIbHOE
JOKYMeHTalbHoe 0()OpM/IeHHe U PeruCTpaLjuio
OTBETCTBEHHBIM TIEPCOHAIOM BCEX
TO/TyYeHHBIX MePBUYHBIX /JaHHBIX ?

MOAIYHKT «oK» MyHKTa 15 IlpaBun
Ha/|Iexarteit 1abopaTopHoi
npaktuku EASC

KOHTPOJIMPYeT /i1 IIPOBefieHNe BaUaliu
KOMITbFOTEPU3HUPOBAHHbBIX CHCTEM,
WCMO/Ib3yeMbIX B UCCIIeIOBAaHUN?

MOAMYHKT «3» MyHKTa 15 [TpaBun
Ha/Iexariei 1abopaTopHoi
npaktuku EADC

TIO/TIMCHIBAeT JIA 3aK/IFOUMTE/IbHBIN OTUeT (C
yKa3aHWeM TIpHU3HaHUS OTBeTCTBEHHOCTH 3a
ZIOCTOBEPHOCTh JJAHHBIX U COOTBETCTBUS
uccnenoBanus [IpaBuiam Hajexarei
nabopatopHoi npaktuku EASC u f1aThl
MO CaHus)?

MOAIYHKT «W» MyHKTa 15 ITpaBun
Ha/|jIexartei 1abopaTopHoi
npakTuku EASC
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KOHTPOJIUPYeT JIM apXUBHUPOBaHUe I/1aHa
WCC/IeJOBaHMs, 3aK/TFOUMTETbHOIO OTUeTa,
TIePBUYHBIX JJ@HHBIX U BCeM JOKyMeHTaLuu
T0C/Ie OKOHYaHKS (TIpeKpallieHus)
HCC/IeOBaHUSA?

MOANYHKT «K» IMyHKTa 15 [1paBun
Ha/|Iexartiei 1abopaTopHoi
npakTuku EASC

1.8

O6ecrieurBaeT /i1 BeAYILMM UCC/IeA0BATEb
TIpOBe/leHue TTOPyUeHHOM eMy YacTH (3Taria)
WCCIIefloBaHMsS B COOTBETCTBUM ¢ [IpaBuiamu
Hajexateit maboparopHoii npaktuku EADC?

NyHKT 16 ITpaBun Hajnexaren
yabopaTopHo# rpakTuku EADC

1.9

3HaeT u coO/TIOAaeT /M ITepCoHall,
yuyacTBYIOIIWH B UcciefoBanny, [Ipasuna
Ha/exarneit maboparopHoii npaktuku EADC?

nyHKT 17 IIpaBun Hajexaren
JabopaTopHo# rpakTuku EADC

1.10

VMeet v nepcoHas, yyacTBYIOLMI B
WCC/IeJOBaHNH, JOCTYTI K I/IaHy UCC/Ie[J0BaHNUs
1 COII, oTHOCAIIMMCS K ero (yHKIUSIM B
paMKax UcCc/1efloBaHusI?

nyHKT 18 IIpaBun Hajexaren
siaboparopHoii npakTuku EASC

[loKymeHTanbsHO 0(OPMJISIFOTCS JIU JTF00bIe
OTKJIOHEHHUSI OT T/IaHa UCC/IeA0BaHNS U
nepeialoTCsl JIM HalpsiMy!0 PYKOBOJUTETIO
WCceioBaHus U (WIM) IIpY HeoBX04UMOCTH
BeJlyLlieMy UCC/IeZloBaTesTo?

nyHKT 18 ITpaBun Hajexartei
saboparopHoii npakTuku EASC

1.11

Hecét nu nepcoHasn, yyacTBYIOIIMI B
WCC/IelOBAHUH, OTBETCTBEHHOCTb 3a
CBOEBPEMEHHYIO ¥ TOUHYIO PeruCTpaLuio
MePBUYHBIX [JAHHBIX U UX COOTBETCTBUE
[paBuiam Hajiexariiei 1abopaTopHoi
npaktTuku EADC, a Takke 3a Ka4eCTBO 3THUX
JIaHHBIX?

nyHKT 19 IIpaBun Hajexarteit
saboparopHoii npakTuku EASC

1.12

[IpumeHsieT i1 mepcoHasI, y4acTBYIOLIUM B
WCC/IeJOBAaHUU, 03/]0POBUTETEHBIE
MPOGUIAKTHUECKHE MEPHI B LIEJISIX
MUHMMHU3aLMY PUCKa [I71s 3,0POBbS U
obecrieueHust JOCTOBEPHOCTH Pe3y/IbTaTOB
HCC/IeOBaHUA?

nyHKT 20 ITpaBun Hajiexaren
saboparopHoii npakTuku EASC

Coo011jaeT 1 IEPCOHAN COOTBETCTBYIOIEMY
JIMLY O CAHWUTApPHBIX UK MeJULIMHCKUAX

nyHKT 20 ITpaBun Hajexartei
saboparopHoii npakTuku EASC
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YC/I0BUSAX C LeJIbI0 X YCTPaHeHWA U
HeJOomnmylieHWs B/IUAHUSA Ha I/ICCJIE,D;OBaHI/Ie?

1.13 ITomelieHus, npejHa3sHaYeHHbIe [1/1 nyHKT 21 TIpaBusn Haexarreit
MPOBEe/IeHUsT NOK/TMHUUECKUX (HEK/TMHUUECKUX) | mabopaTopHoi npaktuku EADC
HCCIelOBaHUM, TIPOEKTHUPYIOTCS,
pacro/iararoTcsi ¥ 3KCIUIyaTUPYIOTCS B LieJIsiX
obecrieueHys1 KauecTBa MMPOBOAVMBIX
Hccne1oBaHuM?

1.14 O6ecrnieurBaeT /i1 CTPYKTYpPa UCTILITATeIBHON | MyHKT 22 [TpaBun Hagjexarei
71abopaTopyH afieKBaTHYIO CTereHb saboparopHoii npaktuku EASC,
pasjiesieHust pa3HbIX BUJOB AeITeNbHOCTU 4151 | 4. 3 cT. 11 61-P3
Ha/lJIeXKalllero npoBe/ieH!s NCCileloBaHUs?

1.15 ViMeeT /1 UCTIBITaTe/TbHAs TabopaTopust nyHKT 23 TIpaBua Hajexxaleit
JIOCTaTOYHOE KOJIMYEeCTBO MOMeLeHHI U 30H naboparopHoii npakTuku EADC,
JL/IS1 U30JISIL{MU TeCT-CUCTeM, B KOTOPBIX y. 3 cT. 11 61-®3
3a/1eICTBOBaHBI BelllecTBa UIN
MUKPOOPTaHU3MbI C U3BECTHOU WK
MOTeHIMa/IbHON OHOIOrMUeCcKoi OIaCHOCTHIO?

1.16 O6opyzoBaHbI /U CrielvanbHble oMelleHuss U | yHKT 24 TIpaBu Hazexxaien
30HBI /1S JUAarHOCTUKY, UCCJIel0BaHUs U saboparopHoii npaktuku EASC,
KOHTpOIs 3a00sieBaHNH, UTOOBI He OMyCTUTh | 4. 3 €T. 11 61-33
TIOBPEKJEHUS] TeCT-CUCTeM?

1.17 O6opyZoBaHbI /1 OT/e/TbHbIe TIOMelleHus WK | yHKT 25 TIpaBu Hazexkaiei
30HBI [I/Is1 XpaHeHUsl ChIpbsi U 000pYy/I0BaHUS, saboparopHoti npaktuku EADC,
UCII0/Ib3YeMBbIX B UCC/IeOBAHUHU, U 4. 3 cT. 11 61-®3
obecrieueHusi COOTBETCTBYIOIIEH 3alUThI OT
3apa’keHus], 3arpsI3HeHUs WY TIOBPeXKIeHUsA?

1.18 O60pyZOBaHbI /11 OT/ie/TbHbIE TIOMEIeHUs 1 nyHKT 26 IIpaBusn Hajiexarreit
30HBI 11 I0JIyYeHNs U XpaHeHUs saboparopHoii npaktuku EASC,
WCCrIe[yeMbIX BelleCcTB (IeKapCTBeHHBIX 4. 3 cT. 11 61-®3
CpeicTB) ¥ 00pa3LIoB CPaBHEHUSI
(KOHTPOJIbHBIX 00pa3sLoB) s
TNpe/loTBpalLeHus 3arpsi3HeHNst WU
CMellBaHUs?

1.19 OtpeseHsl /11 NTOMeLLeHYS WA 30HBbI JJ1s1 NyHKT 27 IIpaBun Hajexartei

XPpaHeHHWA UCIBITYEeMbIX BeleCTB OT

naboparopHoi npakTuku EADC,
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06ecreunBaroIUx COXpaHeHHe COCTaBa,
KOHI[@HTPAL[UU, UUCTOThI, CTAOUTBHOCTH U
6e30rMacHoOe XpaHeHHe OIACHBIX BEIeCTB
KOMHAT WY 30H, B KOTOPBIX pa3MellatoTcst
TeCT-CUCTEMBI?

q, 3 cT. 11 61-P3

1.20 ITomelnieHus A1 apX¥BUPOBAaHUS NyHKT 28 IIpaBuin Hajiexaren
000pyJ0BaHbI U /11 00ecreueHust yabopaTopHo# rpakTuku EADC
6e30MacHOro XpaHeHwsI MIAHOB UCCIIeI0BaHuUS,

TIePBUYHBIX [AHHBIX, 3aK/IFOYUTE/IbHBIX

OTUeTOB, I1PO0 HUCTIBITYEMBIX BELeCTB U

00pa3roB?

B nomelnienny apxuBa no/ep>XUBaroTCs 1 NyHKT 28 IIpaBusn Hajexartei
YCJIOBUSI peXXKruMa XpaHeHusl, obecrieunBatoiue | mabopatopHoii npaktuku EADC
3alUTY ero COAep>XKUMOro OT

NIpe>XJeBpeMeHHOM Mopun’?

1.21 O6paboTka u yjaneHre 0TXOZ0B BLIMOMHSIOTCS | yHKT 29 TIpaBus Hazexxaien
/I TaKUM 00pa3oMm, 4ToObI He MO/[BEPTHYTh saboparopHoii npakTuku EASC
OTIaCHOCTH TIPOBe/leHHe UCC/IeloBaHui U He
WCKa3WUTh UX pe3yJIbTaThl?
O6ecnieyeHb! /i1 COOTBETCTBYIOLINE yCIOBHUS nyHKT 29 IIpaBun Hajexalei
Iu1s cbopa, XpaHeHUs Y BBIBO3a OTXO/IOB, a saboparopHoii npakTuku EASC
TakyKe ISl BBIMIOJIHEHUS TIPOLIeyp UX
Jle3aKTUBALUY U NoC/Ielyroleit
TPaHCIIOPTUPOBKU?

1.22 Pa3melreHs1 /11 WM 000pYZOBaHBI /i € y4éToM | yHKT 30 IIpaBu Hajsexxarei

0COOEHHOCTeH, 1ie/iel U Ha3HaueHus,
COOTBETCTBYIOIIMX BH/|aM ITPOBO/IUMBIX
Wccie1oBaHUH, 000pyI0BaHYe, BKIIOUasT
KOMIbIOTEPU3UPOBAHHbIE CUCTEMEI,
WCIIoNb3yeMble [71s1 cOopa ¥ XpaHeHHsT JaHHBIX
1 [17151 KOHTPOJIs1 GaKTOPOB OKpY Karolieit
CpeZibl, KOTOpbie UMEIOT OTHOIIIeHUe K
WCCeJOBaHUI0?

saboparopHoii npakTuku EASC

TMofBepraercs i IePHOJUIECKOMY
TEeXHUYECKOMY 00C/Ty)KMBaHUIO, KaJTMOPOBKE U
OYHCTKE B COOTBETCTBHU C MPUHSITHIMU B BUJIE
MMCBbMEHHOTO JOKYMEHTa W YTBeP)KJeHHBIMU

ab3ary 2 mynkra 30 ITpaBun
Ha/Iexarieit 1abopaTopHoi
npaktuku EASC
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COII obopyoBaHKre, UCIIOIb3yEMOE B
uccneoBaHUM?

1.23 He okasbIBaroT /11 OTPULIATE/ILHOTO BIIUSHUS nyHKT 31 IIpaBusn Haexareit
Ha TeCT-CUCTeMbI 000py/JOBaHKe U MaTepuarsbl, | 1abopaTopHoi npakTuku EADC
WCMO/Ib3yeMble B UCCIe;OBAHUU?

1.24 MapKupoBaHbl /11 XUMUYeCKUe BelleCTBa, nyHKT 32 IIpaBusn Hajiexartent
PEeaKTUBBI U PACTBOPHI C YKa3aHUEM COCTaBa saboparopHoii npakTuku EASC
(npu HeOOXOIUMOCTH — KOHLIEHTPAL[UK), CPOKA
TOJHOCTH U 0COOEHHOCTEN XpaHeH!s?

Nmeetcst 1 uHGOpMaIyst 00 UCTOUHKKE nyHKT 32 IIpaBun Hajiexarreit
TMOTyYeH!sI XAMUUECKHX BeLIeCTB, PeaKTUBOB U | 1abopaTopHoii mpakTuku EASC
pacTBOPOB, JaTe UX PUTOTOB/IEHUS U

CTabUIBHOCTHU?

1.25 CootBeTcTBYyeT /i1 000pyI0BaHUE, nyHKT 33 IIpaBus Haiexarrei
HCIIo/Ib3yemMoe Jist PU3UKO-XUMHYUeCKUX naboparopHo# rnpakTuku EA3C
WCCIelOBaHUM, BU/IaM MPOBOAUMBIX
WccrieloBaHUN?

1.26 O6ecnieyeHa /1 HaZIeKHOCTb (DM3NUECKUX nyHKT 34 TIpaBus Haexarrei
(XMMHYeCcKnX) TeCT-CUCTeM? siaboparopHoii npakTuku EASC

1.27 ObecrieueHbl JIM HaJ|/IEXKAIL[HUe YCIOBUS AJIs nyHKT 35 IIpaBun Hajiexareit
pa3MelleHus1, XxpaHeHust, 06paboTKu 1 siaboparopHoii npakTrku EASC
Co/iep>KaHus1 OMOIOTUUECKUX TeCT-CUCTEM C
1eJibo obecrieueHust He06XOUMOT0 KauecTea
WCC/IeOBaHUA?

1.28 Bruty 1 ©301MpoOBaHbI B COOTBETCTBUU C nyHKT 36 IIpaBu Hajsexarei

YCTaHOBJ/IEHHBIMU TIPOLIe[ypaMHU BHOBb
MO/TyYeHHbIe KUBOTHbIE U paCTUTEe/TbHbIE TeCT-
CUCTEMBI?

siaboparopHoii npakTrku EASC

TTpoIwM /K TECT-CUCTEMbI KapaHTHH,
TMPOLIe/IyPY ZIOMYCKa K MCTIOIB30BaHUIO0 1
COOTBETCTBYIOT JIX BUZY U LieJIAM
UCC/Ie[JOBaHUSI K MOMEHTY ero Havasna?

nyHKT 36 IIpaBun Hajiexaren
saboparopHoii npakTuku EASC

Brimu H30/IMPOBAHBI U IMPOJIeUEHBbI TeCT-
CHUCTEMBI, MMOPa’>Ke€HHbIE 00/1€3HBI0 WIH

nyHKT 36 IIpaBun Hajexaren
siaboparopHoii npakTuku EASC
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TOBPEXK/IeHHBIE B XO/Ie UCC/IeI0BAHUS?

PerucTpupyroTCs i JOKyMEHTAIbHO BCe
[JIAHHBIE TI0 IMAarHOCTUKE ¥ JIeUeHHUIO
3a00/1eBaHMI OT Haya/ia U B X0[e

nyHKT 36 IIpaBun Hajiexarten
saboparopHoii npakTuku EASC

WCC/IeOBaHUSA?

1.29 Bepnércs v permcrpalusi ICTOYHUKA nyHKT 37 IIpaBusn Hajiexartei
TIOJTyUeHHs], IaThl ¥ YCJIOBUM TIPUEMKH TeCT- saboparopHoii npakTuku EASC
cucrem?

1.30 BbutH 1 afjantUpoBaHbl OHosioruueckue Tect- | myHKT 38 TIpaBu Hajiexarie
CHCTEeMBI K YC/IOBUSIM UCCIIe/IOBaHUI B TeueHue | abopaTopHoi npaktuku EADC
COOTBETCTBYIOLLEro Nepro/ja BpeMeHH Tepej
TIepBbIM BBeJieHHeM (TIpUMeHeHNeM)

HCCIIeyeMOro BelljecTBa WK obpas3iia
cpaBHeHUst (KOHTPOJ/ILHOTO 06pasija)?

1.31 O6ecrnieyeHb! /i1 KCTI0/b3yeMble TeCT-CHCTeMbl | MyHKT 39 [paBun Hagsjexarei
COOTBETCTBYIOLLeH MaDKUPOBKOM [JIs1 UX siaboparopHoii npakTrku EASC
Ha/exarei naeHTuduKamu?

1.32 [NoaBepratoTcst /M NepHUOANIECKON nyHKT 40 TIpaBun Haexarreit
CaHWTapHOU 06paboTKe UCTO/b3yeMble naboparopHoi npakTuku EA3C
TIOMeILLleHUs] UK KOHTeMHepEHI C TeCT-
cucTeMamu?
He cogepsxut nu yiro60it matepuar, nyHKT 40 TIpaBusn Haexarei
KOHTaKTHPYIOLIUH C TeCT-CUCTEMOM, naboparopHoii npakTuku EA3C
3arps3HAIOLIME areHThl BhIllle pa3pelleHHOro
YPOBH3, [OIyCKaroLIero rposesieHue
HCC/IeJOBaHUA?
MeHsieTcs 11 IOACTUI JJ151 )KUBOTHBIX B nyHKT 40 ITpaBun Hajexartei
COOTBETCTBUU C IIPUHATBIMUA HOpMaMu? naboparopHoii npakTuku EA3C
IIOKyMEHTHDYIOTCS /T JiaHHbIe 06 nyHKT 40 ITpaBun Hajexaren
WCTIO/Tb30BaHUU CPeiCTB 6OPLOBI € naboparopHo#i npakTuku EA3C
BpeUTe/SIMA?

1.33 O6ecrnieueHo /i1 HalMHuWe ¥ TIOAAepKaHue nyHKT 41 TIpaBusn Haexarei

WH(OPMALIUK O CBOWCTBAX UCC/IENyEMOTO
BeIL|eCTBa (JIEKapCTBEHHOT'O CPe/ICTBA) U

saboparopHoii npakTuku EASC




92

00pa3LoB cpaBHeHUs (KOHTPOIbHBIX
06pasIioB), faTe MOyYeHusi, CPOKe TOAHOCTH,
IMOJIy4Y€eHHOM U UCII0/Ib30BAHHOM KOJ/IMUECTBE B
UCCeOBaHUSIX?

1.34

Ormpe ierneHs! JIM IPOL{eypEI 10 00paliieH o C
TeCTUPYEeMBIM BeL[eCTBOM U BellleCTBOM
CcpaBHeHMS (KOHTPOJIbHBIM BellleCTBOM), UX
XPaHeHUIO U UCTI0/Ib30BAHUIO C LIe/IbI0
obecrieueHus cTabUIBHOCTH 1 TOMOT€HHOCTH,
VICK/IIOYeHUs KOHTaMUHALUK U
NepenyThIBaHUA?

MyHKT 42 TIpaBu Hajiexaren
siaboparopHoii npakTrku EASC

1.35

YkasaHa /i1 Ha KOHTeliHepe [i/11 XpaHeHust
naeHTUGULMPYIOLas HHOpPMaLIsi, CPOK
TOJHOCTH ¥ 0COOEHHOCTH XpaHeHUs1?

NyHKT 43 IIpaBun Hajexartei
saboparopHoii npakTuku EASC

1.36

N aeHTHULIMPOBAHBI I COOTBETCTBYIOLIUM
06pa3oM Kak/ioe UCCIelyeMoe BelecTBO
(J1lekapCcTBeHHOe Cpe/ICTBO) U obpaser|
cpaBHeHUs (KOHTPOJIbHBIN 00pa3serr)
(HaripuMep, UMeIOT KO/I, NeHTU(DUKAI[IOHHBIN
HOMeD TI0 peeCcTpy XUMHUUeCKOU
pedepaTUBHOM CTy>KObI AMEpPUKaHCKOTO
xumuueckoro obiectsa (CAS-Homep) ¢
yKa3aHueM Ha3BaHUsl, PU3NUYeCKUX,
XUMHUECKUX, OMOJIOTHUeCKHX,
(hapMakKo/IOTHUeCKHUX CBOUCTB?

NMyHKT 44 TIpaBusn Hajiexarteit
JabopaTopHo# rpakTuku EADC

1.37

VI3BeCTHBI JI1 HOMEp CEepHH, UUCTOTa, COCTAaB,
KOHLIEHTPALUS U [PYyTHe XapaKTePUCTUKU
WCC/Ie[yeMOoro BellecTBa (JIeKapCTBEHHOTO
cpencTBa) v 00pas3IioB CPAaBHEHUS
(KOHTPOJIbHBIX 00PA3LI0B) B KAXKA0M
WCCJIe0OBaHUN?

NMyHKT 45 IIpaBun Hajexarten
saboparopHoii npakTuku EASC

1.38

Pa3paboTaHa /i1 COBMeCTHasi TIpoLiefiypa
CrOHCOPOM (Pa3paboTuUKOM) U
WCIbITaTeIbHOM JJabopaTopueti 1o mpoBepKe
MOA/IMHHOCTU MCC/IelyeMOro BelljecTBa
(/1ekapCTBEHHOr O Cpe/iCTBA) B TeX CIyvasix,
KOI'/la MCCreflyeMoe BelljeCcTBO (JleKapCTBeHHOe
CpeJCTB) TIpeJjoCTaB/eHO CIIOHCOPOM

NyHKT 46 IIpaBusn Haiexartent
saboparopHoii npakTuku EASC
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(pa3paboTunkom)?

1.39

Vi3BecTHO /11 0 CTaOM/IBHOCTU UCIBITYEMOTO
BelIlecTBa (J1IeKapCTBEHHOTO CPeJiCTBA) U
006pasioB cpaBHeHUs (KOHTPOJIbHBIX 00PAa3LIoB)
B YCJIOBUSIX XpaHeHWsl ¥ TIPOBeJIeHUsI
WccnefoBaHUM?

NyHKT 47 TIpaBun Hajiexarteit
saboparopHoii npakTuku EASC

OmnpepeneHa i TOMOT€HHOCTh, KOHIIEHTPALUS
Y cTabW/ILHOCTB MCC/IE/lyEMOTO BellleCTBa B
3TOM MaTtepuase ecyid UCCie/[yeMoe BellecTBO
(J1leKkapCTBEHHOe CpPeJiCTBO) IPUMEHSIETCSI CO
BCIIOMOTaTe/IbHbIMU MaTepranaMu?

ab3ary 2 nmyukra 47 TIpaBun
Ha/|jIexartei 1abopaTopHoi
npaktuku EASC

1.40

ObecrieueHo /i1 apXUBHOE XpaHeHHe 00pasijoB
Ka)XX/]0l Cepuu MCCiie[yeMoro BelllecTBa
(lekapCTBEHHOTO Cpe/CTBA) AJIst
AHA/IMTUYECKUX 1ieJiell B KaXK0M
WCC/IeJOBaHUHM (KPOMe KPaTKOCPOUHBIX)?

nyHKT 48 TIpaBus Haiexarrei
saboparopHoi npakTuku EASC

1.41

VIMeeT /i UCTbITaTe bHast 1abopaTopHst
nucbMeHHO odopmiienHble COIT,
yTBEpP)K/|eHHbIe PYKOBOZACTBOM UCTBITATeTbHOU
sabopaTopuu U TipeiHa3HaYeHHbIe IS
obecrieueHust KaueCTBa U JOCTOBEPHOCTH
[IAHHBIX, TIOJTyYeHHbBIX UCIBITATEILHON
nabopaTopueit B X0/ie TIPOBeeHUsI
WccnefoBaHUM?

NyHKT 49 IIpaBun Hajexartei
saboparopHoii npakTuku EASC

Op06peHo /I PYKOBO/ZICTBOM UCITBITATE/TBHON
naboparopvu BHeceHHe u3MeHeHui B COIT?

nyHKT 49 TIpaBusn Haexarrei
saboparopHoii npakTuku EASC

1.42

Vmeetcsi v B KaXKJOM OTZAeTHEHOM
To/ipa3ieneHuy 1 (UIK) Ha KaKIoM TommazKe
UCITBITAaTe/IbHOM 71ab0paTOpyK KOTTHSI
nerictByromyx COI, oTHOCSIUXCS K MX
JleaTe/IbHOCTH?

nyHKT 50 IIpaBusn Haexareit
saboparopHoii npakTuku EASC

1.43

OdopmIsTIOTCS JTU JOKYMEHTaTbHO
oTkI0HeHHs 0T COIl, nMeroIKX OTHOLLIEHUe K
WCCIIelOBaHUIO, YTBEPIKAAIOTCS JIU
PYKOBO/IUTE/IEM MCCIIeIOBAaHUS U BeAYILIUM

nyHKT 51 IpaBun Hajexaren
siaboparopHoii npakTrku EASC
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ucciegoBaTenem?

1.44

Paspabotanbl u COIl, B 4aCTHOCTH, [ijis1 CJIeYIOILIMX BU/IOB JIeATe/IbHOCTH (TiepeueH

b ABJIAETCA l'IpI/IMeprIM)Z

uccesiyeMble BellleCTBa (JieKapCTBEHHbIE
cpefcTBa) U 00pasLibl CpaBHEeHUS
(KOHTpO/BHBIE 00pa3iibl): MOTYUEHMUE,
uzeHTU(UKaLHsT, MapKUPOBKa, 06paboTkKa,
oTbop npob 1 XpaHeHHe?

MOJIYHKT «a» MyHKTa 52 [IpaBun
HajieXxannielt 1abopaTopHOK
npaktuku EASC

o6opy,q03aH1/Ie, MaTepHa/ibl U PedKTHUBBI:

060py/0BaHKE: UCITO/Ib30BAHME,
00C/Ty)XK1BaHHe, OUHCTKA U KanubpoBKa?

TIOJIITYHKT «0» myHKTa 52 ITpaBun
Ha/1exaliei 1abopaTopHoi
npakTuku EASC

KOMITIOTePU3UPOBAHHbBIE CUCTEMBI:
Banuzalyist, QyHKIMOHUPOBaHMUE,
o6ciy>xBaHue, 6e30MacHOCTb, KOHTPOJb 3a
V3MEHEHUsIMU 1 pe3epBHast CCTeMa?

MOJNYHKT «O» myHkTa 52 TTpaBu
HajiIeXxalnel 1abopaTopHOK
npakTuku EASC

MarepHasbl, peaKTUBbI U PAaCTBOPBI:
MIPUrOTOBJIEHNE U MapKHpPOBKa?

MOAMYHKT «0» myHKTa 52 TTpaBun
Ha/iexalei 1abopaTopHoi
npaktuku EASC

perucTpaiysi, MoAAroTOBKa OTUeTOB,
COXpaHeHHe: KOAUPOBaHUe UCC/IeloBaHUM,
cOOp JJaHHBIX, TIOITOTOBKA OTYETOB, CUCTEMBI
VH/IeKcaluK, 06paboTKa JaHHBIX, BK/IIOYast
WCTIO/Tb30BaHNe KOMITbIOTePU3UPOBAHHBIX
cucrem?

MOAMYHKT «B» MyHKTa 52 I1paBun
Ha/1exaliei 1abopaTopHoi
npakTuku EASC

TEeCT-CUCTeMBI (B HEOOXOJUMBIX CTyuasix):

MO/IrOTOBKA MOMEILIeHHH U YCIOBUM XpaHeHUst
TeCT-CUCTEM?

MOAMYHKT «I'» MyHKTa 52 [1paBun
Ha/Iexalei 1abopaTopHoi
npaktuku EASC

TIpoLIeyPhI TO/TyYeHus], TiepeJjauu,
Hajjiekalllero pasMellieHus, XpaHeHus,
orucaHusl, uaeHTU(UKamy 1 06paboTKu TecT-
cucrem?

MOAMYHKT «I» MyHKTa 52 [1paBun
Ha/1exaliei 1abopaTopHoi
npakTuku EASC
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MO/ITOTOBKA TECT-CUCTEM, HabJIFO/IeHUs U
aHa/IM3bI Nepe/| HauajaoM, B TEUEeHKe U 10
3aBepLIeHUY UCCIIeOBaHMS?

MOATYHKT «» MyHKTa 52 [IpaBun
Ha/|Iexartiei 1abopaTopHoi
npakTuku EASC

pa3MelleH1e TeCT-CUCTeM Ha UCITBITyeMbIX
TJIOIIaKax ?

MOAMNYHKT «I» MyHKTa 52 IIpaBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EADC

npoLieypel obecrieyeHust KauecTa: paboTa
nepcoHasa C1yX0bl 0becrieueHus: KauecTBa
(manee - COK) 1o miaHMpOBaHUIO,
COCTaBJIeHHIO TpadvKa, POBe/IeHUI,
JOKYMeHTa/IbHOMY O(pOpMJIEHHIO U
TOZITOTOBKE OTUETOB 00 MHCIIEKIINSX.

MOJMNYHKT «ZJ» MyHKTa 52 [IpaBun
Ha/|jIexartei 1abopaTopHoi
npaktuku EASC

2.1 Hanwmcan v nepef HayaioM KakJ0ro nyHKT 53 TIpaBua Hajexxaneit
WCCIelOBaHUS T171aH, YTBEepP)K/|eHHbIN naboparopHoi npakTuku EA3C
PYKOBOAUTeJIEM UCC/Ie[l0BaHUS U
TipoBepeHHbIN TipeficTaBuTeieM COK
WCCJIeJ0BaTe/IbCKOM 1abopaTopun’?

YTBep)/IeH /1 TIJIaH UCC/IeI0BaHUS MOANMCHI0 | ab3ary 2 myHkra 53 TIpaBun
PYKOBOZJUTeJISI UCC/Ie[0BAHUs C yKa3aHueM Ha/iexalei 1abopaTopHoi
JaTbl? npaktuku EADC

2.2 O6ocHOBaHbI /1, 0AZ00PEHBI /I JATUPOBAaHHOM | MyHKT 54 TIpaBus Hazexxaiei
MOJIKCHI0 PYKOBOAUTEISI UCC/Ie,0BAHUS saboparopHoii npakTuku EASC
TIONPaBKU K I/IaHy UCC/eJ0BaHUS U
TIPHOOIIIEHBI JTU K TUIaHY MCCIIeJOBaHMs?

2.3 OnwmcaHbl 1, 00bACHEHBI JIH, 0/J00PEHbI JH, NyHKT 55 IIpaBun Hajexarteit
CBOEBPEMEHHO /IaTHPOBAHbI /I PYKOBOAUTe/IeM | 1abopaTopHoi npaktuku EADC,
WCCeJOBaHUS WM BeAyLUM UccaefoBaTenieM |4. 4 cT. 11 61-®3
OTKJIOHEHMS OT I/1aHa UCCIe[0BaHus U
XPaHSTCA JIU C IePBUYHBIMU IaHHBIMU
KCC/Ie0BaHUA?

24 CoiepKuT M T71aH UCC/IeJOBaHMUS, B YaCTHOCTH, CIeAYIOIIYI0 HHPOPMALUIO:

WIeHTU(UKALIMIO UCCTIe/IOBAaHMsI, KCC/IelyeMOro BelllecTBa (JIeKapCTBEHHOTO Cpe/iCTBa) U 0bpas3iia cpaBHeHwUs (KOHTPOJILHOTO 00pasija):

0 Ha3BaHWU UCC/I€J0BaHUA C KDATKUM

MOAMNYHKT «a» MyHKTa 57 IIpaBun
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OMnMCcaHWeM ero Jy3aiiHa?

Ha/|Iexariei 1abopaTopHoi
npaktuku EADC

rHGOPMALIMIO 0 LeJIsAX 1 3afadax
WCC/ieJOBaHHUS?

TIOATYHKT «a» MyHKTa 57 IIpaBun
Ha/1exarteit 1abopaTopHoi
npaktuku EADC

WIeHTU(UKALIMIO UCC/IelyeEMOTO BellleCcTBa
(JlekapCTBEHHOTO Cpe/iCTBA) Uepe3 KO/ W
Ha3BaHue (3aMeCcTUTe/bHON U paJiuKaio-
(YHKIMOHANbHOW HOMEHKJ/IaType
MexXayHapOAHOTO COK03a TEOPETUUECKOU U
nipuknagHou xumuu (IUPAC);
WIeHTH(UKALMOHHBIA HOMep T10 PeecTpy
XuMHueckol ped)epaTUBHOM CITy»KObI
AMepHKaHCKOTO XMMHUYeCKoro ob1iecTBa
(CAS-HOMED), OUO/TOTHUeCKHe CBOWCTBA U TaK
nanee)?

MOAIYHKT «a» MyHKTa 57 [IpaBun
Ha/iiexaireli 1abopaTopHoit
npaktuku EASC

006 uccieyemMoMm BelllecTBe (JIeKapCTBEHHOM
cpezcTBe) (ero omnucaHue, pPUPoja
TIPOMCXOKAEHUS Y XapaKTePUCTUKN)?

MOAIYHKT «a» NyHKTa 57 [IpaBun
Ha/|Iexartei 1abopaTopHoi
npaktuku EADC

nH(OpMALIHIO 0 CrIoHCope (pa3paboTurKe) U UCIIbITaTeIbHOM 1abopaTopun:

Ha3BaHUe U aJjpec crioHcopa (pa3paboTumka)?

TIOATYHKT «0» myHKTa 57 TIpaBun
HajiIekalnelt 1abopaTopHOK
npaktuku EASC

Ha3BaHWs U aJipeca 3aefiCTBOBAHHBIX
WCIIbITaTe/bHBIX J1Iab0paTopuii U
HCIIBITaTe/bHBIX T/IOLA/I0K?

MOAMYHKT «0» ryHKTa 57 TTpaBun
Ha/iexalei 1abopaTopHoi
npaktuku EASC

(hamunuto, nMsl, 0TUECTBO (TIPY HAJIMUMN) U
azipec pyKOBOZAWTeJIsI UCC/IeJOBaHMs?

TIOJIITYHKT «0» myHKTa 57 ITpaBun
Ha/1exxaliei 1abopaTopHoi
npakTuku EASC

(hamuTHIO, MS1, OTUECTBO (ITPU HAJIMUWH) U
aZipec BeZyllero uccaefoBarens, hamMuIumu
nccnenoBaTesiell, NpUHUMABIIMX yyacTue B
WCC/ieOBaHUN?

MOJNYHKT «O» myHkTa 57 TIpaBu
HajiIeXxalnel 1abopaTopHOi
npakTuku EASC

JlaThl:
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JlaTy yTBep KJeHUs MJlaHa UCC/IeJ0BaHusI C
TIO/ITIMICBI0 PYKOBOJUTEISI UCCIIeIOBaHUS?

MOANYHKT «B» MyHKTa 57 IIpaBuin
Ha/|Iexartiei 1abopaTopHoi
npakTuku EASC

AaTy yTBepXXJAeHus I/iaHa UCC1eJOBaHHs C
TMOAIMMCBI0 PYKOBOACTBA HUCIIBITAaTe/TbHOMU
nabopaTopuu U crioHcopa (pa3paboTurka)?

MOJMNYHKT «B» MyHKTa 57 [IpaBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EADC

TIpeAiriosiaraeMble aThl Hayasia ¥ 3aBeplieHust
JKCIIepUMeHTa/IbHBIX paboT?

TIOZNYHKT «B» MyHKTa 57 IIpaBun
Ha/|jIexartei 1abopaTopHoi
npaktuku EASC

METO/[bl UCC/Ie[IOBAHNH, C YKa3aHUEM UX
OMMCAHYSsI, HANMEHOBAHMU# TECT-CUCTEM,
HCII0/Ib3YEMBIX B UCC/IEJOBAHUH, C
000CHOBaHHEM HX BbIOOPA, CITOCOOOB U MyTeit
BBE/IEHUS UCCJIE[IyEMOTO BeIljeCTBa
(/IeKapCTBEHHOTO CPe/ICTBA), METO/IOB
CTaTHCTUUECKOH 00pabOTKH, UHBIX CBeJJeHUI
TI0 TIPOBE/IEHUI0 UCCIIeJOBAaHMMI?

MOAMNYHKT «» MyHKTa 57 IIpaBun
Ha/|Iexariei 1abopaTopHoi
npaktuku EASC

cofep>KaHue I1jlaHa UCcciea0BaHusA (HyHKTbI, KOT

Opble IPUMEHNMBI):

000CHOBaHHe BBIOOPA TECT-CUCTEMBI?

MOAMNYHKT «J» MyHKTa 57 [IpaBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EASC

OTMICaHUe TeCT-CUCTeMBI (Harpumep, BUJ,
ITaMM, Cy6IITaMM, UCTOUHHK MOTyUeHUs,
KOJINUEeCTBO, BH/| )KUBOTHBIX, X Macca Tefa,
T0J1, BO3pacT)?

TIOZANYHKT «Ji» TyHKTa 57 [IpaBun
HaziIexalel 1abopaTopHOi
npaktuku EASC

Crocob TpUMeHeHHs U MPUYKMHA TaKOro
BbIOOpa?

MOANYHKT «J» MyHKTa 57 [IpaBun
Hajiexalnielt 1abopaTopHOK
npakTuku EASC

YPOBHHU /103 Y (W/I1) KOHLIEHTPALUU, YacToTa U
TPOJIO/KUTE/TbHOCTb IPUMEHEHUS ?

MOAMNYHKT «J» MyHKTa 57 [IpaBun
Ha/iiexxairieti 1abopaTopHO
npaktuku EASC

rHGOPMALIMIO 0 CTPYKTYpe (Ar3atiHe)
HCCe/I0BaHus, BK/IIOUast OMMCaHUe
XPOHOJIOTHH, BCEX METO/I0B, MaTepHasIoB U

TOANYHKT «J» TyHKTa 57 [IpaBun
HaziIexalel 1abopaTopHOi
npaktuku EASC
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YCJIOBUM, BU/Ia ¥ YaCTOTHI TTPOBEIEHHBIX
aHa/IM30B, U3MEPEHUH, Hab/IIoIeHnH 1
WCC/IeJOBaHUM?

VMH(OPMaLMIO 0 JOKyMeHTaL1{ 110
UCC/IeJOBAHUIO B BUJie CIIUCKA JOKYMEHTOB
WCCIIeI0BaHus], KOTOPBIE JJO/DKHBI OBITh
3ari0/IHeHbl U COXpaHeHbl?

MOAIYHKT «e» NyHKTa 57 [IpaBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EADC

2.5 IIpucBoeH 1 KaxJ0My UCC/IeS0BaHUI0 nyHKT 58 IIpaBus Haexareit
VHUKaIbHbIN HOMep? siaboparopHoii npakTuku EASC
JokyMeHTaIbHO OTpaXkKeHbI /i1 B MaTepuanax | MyHKT 58 IlpaBus Hajiexarteit
HCC/IeJOBAaHUS BCe UCIIO/Ib3yeMble B naboparopHo# npakTuku EA3C
WcceoBaHny 06pasiibl, 000py/[0BaHKe U
MaTepHaJibl C LiebI0 UX MPOC/IeKUBaeMOCTHU?

IIpoBoguTCS MU HCC/IeloBaHKe COTJIaCHO TiaHy | yHKT 58 IIpaBus Hazyiexarei
UCC/e0BaHusA? naboparopHo# rnpakTuku EA3C
ObecrieurBaeT 1 MapKUPOBKa 00pas1joB nyHKT 58 IIpaBus Hajiexareit
HCCIIeyeMbIX BeIlecTB (JIeKapCTBeHHBIX saboparopHoii npakTuku EASC
CpeJCTB) ¥ 00pa3LioB CpaBHEHUS

(KOHTpOJIbHBIE 00pa3Lbl) UX UAEHTU(PUKALIUIO?

2.6 Bce faHHbIe, IOTyyaemble B X0Ze nyHKT 59 IIpaBun Hajexareit
UCC/IeJOBaHUs, PeTUCTPUPYIOTCA JIU IIPU UX naboparopHo# npakTuku EA3C
MOJIyYeHUY He3aMeJIUTe/IbHO, TOYHO U
aKKypaTHO JIML|OM, KOTOpPOe TIOy4H/I0 3TU
JlaHHbIe, C IPOCTaB/IeHNeM JaTHPOBaHHON
TIOJITUCH UCTIOTHUTeIS?
Bce BHOCUMBIe M3MeHeHUs B IIePBUUHbBIE nyHKT 59 IIpaBun Hajiexaren
JlaHHBIE Clie/IaHbI TaK, YTOOBI OCTaBasIach saboparopHoii pakTuku EASC
BH/iHA IIepBOHava/bHasl 3aIrch, IIPU 3TOM
YKa3bIBatOTCS [IPUUMHBI UCTIPAB/IeHUS C
JlaTUPOBaHHOM MOJMNCHIO0 TOTO JIMLA, KOTOpOoe
BHe(JIO UCTIpaB/ieHne?

2.7 NwmeeTcst v vHGOPMaIys o JuLle, nyHKT 60 ITpaBun Hajexartei

OTBETCTBEHHOM 3a BBO/] JaHHBIX B KOMITbIOTED
B MOMEHT UX TOJIyUeHHs], eC/IU NepBUYHbIe
JlaHHbIe PErUCTPUPYIOTCS C TIOMOILBIO

saboparopHoii npakTuku EASC
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KOMITbIOTEpa?

SIBnsieTcst I [U3aiiH KOMIIbIOTePU3UPOBAHHOM
CUCTEMBI TAaKUM, UTOOBI TIPE/JOCTABISITH
BO3MO>XHOCTb MIPOBEe/IeHUs [TOJIHOT0 ayJuTa
3/IeKTPOHHBIX [JAHHBIX Y TTOKa3bIBaTh BCE
WCIIPaBJIeHNs [IePBUYHBIX JaHHBIX C
COXpaHeHHeM MepBOHauYaTbHbIX OPUTUHA/IBHBIX
JaHHBIX?

nyHKT 60 ITpaBun Hajexarent
saboparopHoii npakTuku EASC

VmeeTcst T BO3MOXKHOCTE CBSI3aTh BHECEHHBIE
WICTIPABJIEHUSI C JIULIOM, WX CZe/IaBIInM,
HarpuMep, C TIOMOILbIO JaTHPOBAHHOM 3aMicy
WICTI0/Tb30BaHMsI KOMITBIOTePHU3UPOBAHHOM
CUCTeMbI WIH JaTUPOBAHHON 3JIeKTPOHHOM
MoAmuIcu?

nyHKT 60 ITpaBun Hajnexaren
saboparopHoii npakTuku EASC

YKa3aHa 11 TMprUYrHa BHeCeHUs W3MEHEHUM B
rnepBUYHbIE 3/IGKTPOHHLIE ,E[aHH]:IE?

nyHKT 60 ITpaBun Hajexarent
JabopaTopHo# rpakTuku EADC

2.8

ObecreueHa /i MO/ITOTOBKA 3aK/TFOUUTETEHOTO
OTUéTa JI/Is1 KaXKJ0Tr0 UCC/IeI0BaHUsA?

(TIpu poBeieHNH KPaTKOCPOUYHBIX
WCC/IeJOBaHUM CJielyeT MOATrOTOBUTD
CTaHJAPTU30BaHHbBIN 3aK/THOUNUTE/TBHBIN OTUeT
CO CIeIUabHBIM MPUI0KeHeM 00
0COOEHHOCTSX ucciefoBanus. [pu
TIPOBE/IEHUH [IOJITOCPOYHBIX UCC/IeIOBAaHUN
C/lefiyeT TpelyCMOTPEThb TIOATOTOBKY
MPOMEXYTOUHBIX OTUETOB. )

nyHKT 61 ITpaBun Hajiexartei
naboparopHoi npakTuku EAJC,
4. 4 cT. 11 61-03

2.9

HO,[[HI/ICEIHLI Ik C06CTBEHHOpquO nu
AATUPOBAHBI JTU OTUETHI BeAyIIUX
I/ICCJ'IE,E[OBaTeIIEI\/i " CI1elraJIncCTOB,
3a'Z[EI>'ICTBOBaHHI)IX B I/ICCJ'IE,E[OBEIHI/II/I?

MyHKT 62 ITpaBun Hajiexaren
saboparopHoii npakTuku EASC

3aKJ/IIOUNTEe/TbHBIM OTUEeT MOATMCAH JIU U
JlaTUPOBaH JI1 PYKOBOZUTEJIEM UCC/Ie[0BaHHs
CO CBU/IETE/ILCTBOM O TIPUHSITUN
OTBETCTBEHHOCTH 3a JJOCTOBEPHOCTh JIaHHBIX?

MyHKT 62 ITpaBun Hajiexaren
siaboparopHoii npakTuku EASC

‘YKazaHa /i B 3aK/TFOUUTETLHOM OTUeTe
CTerneHb COOTBETCTBUA MPUHLUIIAM

MyHKT 62 IIpaBun Hajexartei
saboparopHoii npakTuku EASC
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Haziexaited 1abopaTopHOM MPaKTUKHU?

3aK/IIOUMTe/IbHBIN OTUYET CKpeIl/ieH JIU MeyaTbio
opraHusanuu?

NMyHKT 62 TIpaBun Hajiexarteit
saboparopHoii npakTuku EASC

2.10 IpeacTaBneHsl 1 B (hopMe TIOTNPABOK K OTueTy | myHKT 63 TIpaBun Haiexkariei
W3MeHeHUsI U J0I0J/IHEHUS], BHOCHMBIE B saboparopHoii npakTuku EASC
3aK/IFOUUTE/bHBIN OTYeT?

YKaszaHa /i1 TOYHast MPUYMHA MCIIpaB/IeHUNA nyHKT 63 TIpaBun Hajiexartei

WU JIOTIO/THEHUM? JabopaTopHo# rpakTuku EADC

Bce nonpaBku nojnycaHbl 4 ¥ jlaTUpoBaHbl | MyHKT 63 [IpaBus Hagsiexaren

JI1 PYKOBOJMTEJIeM UCC/IeJ0BaHusA? naboparopHoii npakTuku EA3C
2.11 3ak/ounTebHbIN OTUeT BK/IIOYAeT JIU Cre/lytoliue pa3zebl:

nieHTU(UKALIMS UCCIIe[OBAHMSI, KCC/IelyeEMOTO BellleCcTBa (JIeKapCTBEHHOrO Cpe/iCTBa) U obpasiia cpaBHeHuUs (KOHTPOJILHOTO 06pasija):

Ha3BaHUe WUCCJIe/JOBaHKS C KPATKUM OMMCAHHEM
Jv3aiiHa?

MOAIYHKT «a» MyHKTa 65 [IpaBun
Ha/iexalei 1abopaTopHoi
npaktuku EASC

WeHTH(UKALIYS UCC/Ie/[yeMOro BellleCcTBa
(JlekapCTBEHHOT'O Cpe/iCTBa) Uepe3 KO/ TN
HasBaHue (110 3aMeCTHUTe/IbHON U pajiuKaro-
(yHKUMOHATBHOM HOMEHK/IaType
MeXayHapoIHOTO COF03a TeOPeTUUeCKOM 1
npukiazHok xumum (IUPAC);
WeHTH(HUKALMOHHBIM HOMep I10 PeecTpy
XuMH4eckol ped)epaTUBHOM CITyKObI
AMepHKaHCKOTO XMMHUUeCKoro obriecTBa
(CAS-HOMED), OHO/IOTHUeCKHe CBOWCTBA U TaK
nanee)?

TOANYHKT «a» MyHKTa 65 [TpaBus
Ha/|iexaltei 1abopaTopHoi
npakTuku EASC

nzaeHTHUKaLMs oOpa3lia CpaBHeHHsT
(koHTpO/BEHOTO 06pa3ija) 0 HAMMEHOBAHUIO?

MOAIYHKT «a» IMyHKTa 65 [IpaBun
HajiIeXxalnel 1abopaTopHO
npakTuku EASC

XapaKTepUCTUKa CBOWCTB UCC/IelyeMOro
BelllecTBa (/1IeKapCTBEHHOTO CPe/CTBA),
BKJIFOUasi YUCTOTY, CTAOMIBHOCTD U
rOMOI'€HHOCTh?

MOATYHKT «a» MyHKTa 65 [IpaBun
Ha/|iexarteit 1abopaTopHoi
npaktuku EASC
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uH(OpMaLus 0 crioHcope (pa3paboTurKe) U UCITBITATENBHOM 1ab0paTOpUU:

Ha3BaHUe U ajipec crioHcopa (pa3paboruuka)?

TIOATYHKT «0» ryHKTa 65 TTpaBun
Ha/|jIexartei 1abopaTopHoi
npaktuku EASC

Ha3BaHUs U afjpeca 3aZeiiCTBOBaHHbBIX
WCIIBITaTe/bHBIX J1Iab0paTopyii U
HCITBITAaTe/IbHBIX TIOLA/I0K?

TIOAMYHKT «0» myHKTa 65 TTpaBun
Ha/|iexarteit 1abopaTopHoi
npaktuku EADC

dhamunus, uMsi, 0TUeCTBO (ITPU HATTUUWH) U
a/ipec pyKOBOZAWTEJISl UCC/IeJOBAHUsA?

TIOATYHKT «0» myHKTa 65 IIpaBun
Ha/|iexartei 1abopaTopHoi
npaktuku EASC

bamuus, UMsi, 0TUeCTBO (TIpYU HA/IMUKK) U
afipec BeJyILero UccieoBaTesis?

TIOAMYHKT «0» myHKTa 65 TTpaBun
Ha/iexalei 1abopaTopHoi
npaktuku EASC

(hamunmy, MMeHa, oTuecTBa (MTPY HATUUWH)
CTeL1aIMCTOB, MPeICTAaBUBIINX CBOU OTUEThI
JJ1s1 COCTaBJ/IeHUs] OKOHYaTe/IbHOr0 0T4YeTa?

TIOJIITYHKT «0» TyHKTa 65 ITpaBun
Ha/Iexarteit 1abopaTopHoi
npakTuku EASC

JlaThl, yKasaHHbIe KakK JaThl Hayana u
3aBeplLIeHUs] SKCIIEPUMEHTOB B paMKax BCEro
WCC/ieJOBaHus U ero 3TaroB?

MOAIYHKT «B» IyHKTa 65 [IpaBun
HajiIexalnel 1abopaTopHOi
npaktuku EASC

nejau 1 3ajauu I/ICCJ'IE,Z[OBEIHI/IH?

MOATYHKT «I» MyHKTa 65 I[TpaBun
Ha/|iexarieit 1abopaTopHoi
npakTuku EASC

OIIMCaHHWe UCII0/Ib3yEMBIX MaTepraioB 1 METOL0B HCCJIE,Z[OBaHHﬁ:

OIMUCaHUe UCCIeyeMOro BelecTBa
(JleKapCTBEHHOT'O CPe/ICTBA), BK/IHOUAs
CBe/IeHUs 0 ero HU3NIeCKUX, XUMHUUECKUX,
61oI0rnYecKux 1 hapMareBTHYeCKUX
CBOMCTBaxX, COCTaBe T'OTOBOM JieKapCTBEHHOM
dbopmbI?

MOAMYHKT «J» MyHKTa 65 I1paBun
Ha/1exaliei 1abopaTopHoi
npaktuku EASC

XapaKTepUCTHKA U 0O0CHOBAaHUE TECT-
CHCTeMbl, OTOOPAHHOM /17151 TOKTUHUYECKUX
HccneoBaHUM?

MOAMNYHKT «J» MyHKTa 65 [IpaBun
Ha/|iexarteit 1abopaTopHoi
npaktuku EASC
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BUJI, BO3PACT, KOIMYECTBO KUBOTHBIX B
KaX/[0l TpyTIe, Mo/, oKa3aTe/ib MacChl Tea,
WCTOYHUK U TUIT KOpMa (B CTyuae
WCIT0/Th30BaHMst OMO/IOTMUeCKOM TeCT-CUCTEMbI
(’KMBOTHBIX))?

MOAMYHKT «J» MyHKTa 65 [IpaBun
Ha/|Iexartiei 1abopaTopHoi
npakTuku EASC

PEKUM [[03UPOBAHKS, KPaTHOCTb U Ty Th
BBe/IeHUSI NCC/IelyeMOTO BelljeCTBa
(lekapCTBEHHOTO CpefiCTBa)?

MOAMNYHKT «J» MyHKTa 65 [IpaBun
HajiIesxannielt 1abopaTopHOK
npakTuku EASC

CXeMa MpOBeIeHHsT TOKITMHUYECKOTO
(HEeKTMHUUECKOT0) UCC/Iel0BaHUSs
WCC/Ie[yeMOoro BellecTBa (JIeKapCTBEeHHOTO
cpejicTBa)?

MOAMNYHKT «J» MyHKTa 65 [IpaBun
Ha/iiexxairieti 1jabopaTopHOt
npaktuku EASC

OMKCAHHe METO/IOB CTaTUCTHUECKOM
06paboTKU pe3ybTaToOB?

MOAMNYHKT «J» MyHKTa 65 [IpaBun
Ha/|1exarilei 1abopaTopHoi
npakTuku EASC

CCBIIKY Ha pyKoBoZcTBa OpraHu3aluu
5KOHOMHUECKOTO COTPYZHHUUECTBA U PAa3BUTHS,
WHBIE JOKYMEHTBI 10 MPOBEJEHHIO
WCCel0BaHUH, TIpU3HaBaeMble B
rocy/japcTBax-uaeHax?

TIOJIITYHKT «e» TyHKTa 65 ITpaBut
Hajiexalnelt 1abopaTopHO
npaktuku EASC

Pe3y/bTaThbI:

KpaTKuii 0630p pe3ysbTaToB?

MOAMYHKT «0K» MyHKTa 65 [IpaBun
Ha/1exaliei 1abopaTopHoi
npaktuku EASC

BCsl ”HGOPMAYs ¥ iaHHbIe,
TIpeAlyCMOTPeHHbIe TVIaHOM HCC/IeJOBaHus?

TIOAMYHKT <«>K» MyHKTa 65 [TpaBu
Ha/|Iexariei 1abopaTopHoi
npakTuku EASC

Mpe/IoCTaB/ieHNe pe3y/IbTaToB, BK/IOUast
pacueTsbl, KOJIMYECTBEHHOE OTpe/ie/ieHre
CTaTHUCTUUECKOM 3HaUMMOCTH, 06001IjatoII1e
Tabnuipl (rpadyKy) ¢ COOTBETCTBYHOLIEH
CTaTUCTHUeCKOW 00paboTKoi 1
KOMMEHTapHUsIMUA K HUM?

MOAMYHKT «0K» MyHKTa 65 IIpaBun
Ha/|1exarilei 1abopaTopHoi
npaktuku EADC

OL[eHKa M 00Cy>X/jeHHe pe3y/IbTaToB U BBIBO/IBI?

MOATYHKT <«0K» MyHKTa 65 [TpaBu
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Ha/|Iexariei 1abopaTopHoi
npaktuku EADC

3aKkmoveHure npegcrasutens COK c
TIPUJIO’KEHHEM CIIHCKa ITPOBeJeHHbIX
VHCTIeKLIAM 110 UCC/Ie[JOBAHUIO C YKa3aHUeM UX
JlaT, OTYeTOB O MPOBeJeHHBIX [IPOBEPKax C
yBeJlOM/IeHHeM PYKOBO/ICTBa
HCCIIe[JoBaTeIbCKOH 1abopaTopuu 1
PYKOBOJIUTESsI UCCIIe[lOBaHUS ?

MOAMYHKT «3» MyHKTa 65 [IpaBun
Ha/1exarteit 1abopaTopHoi
npaktuku EADC

XpaHeHVe (apxUBUpOBaHue). MecTa XpaHeHHs
T1aHa, Mpob KcceyeMoro BeljecTsa
(J1ekapCTBEHHOTO Cpe/iCTBa) U 00pa3IioB
cpaBHeHUs (KOHTPOJIbHBIX 00pas3IioB),
TIePBUYHBIX JAHHBIX 3aK/IFOUUTETBHOTO
oryera?

TIOAMNYHKT «W» TyHKTa 65 [1paBun
HajiIeXxalnel 1abopaTopHOK
npakTuku EASC

2.12

XpaHHTCH JIX B dPXWBAX C/1eAyrolie J10KyMEHThI:

T/IaH UCC/Ie/IoBaHusl, IepBUYHbIE [IaHHbIE,
MpOoOBI UCC/Ie[yEMOTO BellleCTBa
(J1lekapCTBEHHOTO Cpe/iCTBa) U 00pa3LioB
cpaBHeHUs! (KOHTPOJIbHBIX 00pasLoB) U
3aK/TFOUHUTE/IbHBIA 0TYeT 0 KaXKAOM
WCC/ieOBaHUN?

MyHKT 66 IIpaBun Hajexaren
siaboparopHoii npakTuku EASC

JIOKYMEHTBI 0 NTPOBeJleHHbIX MHCIeKLIUAX 1
ayurax?

MyHKT 66 IIpaBusn Haiexartei
saboparopHoii npakTuku EASC

JOKYMEHTHI 0 KBa/IM(PUKALUAX, 00yUueHHH,
OTIbITE U [JO/DKHOCTHBIE UHCTPYKLMU
repcoHana?

MyHKT 66 IIpaBun Hajexarteit
yabopaTopHo# rpakTuku EADC

JOKYMEHTBI U OTUETHI 00 UCTOTb30BaHUHU U
KambpoBKe 060pyjoBaHuUs?

MYyHKT 66 IIpaBun Hajnexaren
saboparopHoii npakTuku EASC

JIOKyMeHTHI O BaluJaLuu
KOMITbIOTEPU3HMPOBAHHBIX CUCTEM?

MYHKT 66 ITpaBun Hajnexaren
yabopaTopHo# rpakTuku EADC

JOKYMeHTbI 000 Bcex npezpiaymmx COII?

nyHKT 66 IIpaBus Haexareit
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siaboparopHoii npakTrku EASC

JIOKYMEHTBI 0 KOHTPOJIE COCTOSIHUS MyHKT 66 IIpaBun Hajexalen
OKpY>KaroILei cpefibl? naboparopHo# rpakTiku EA3C
OdopmiieHo /1 IOKyMeHTaIbHO MyHKT 66 ITpaBun Hajnexartei

OKOHUaTe/IbHOE pellleHre 0 BpeMeHU XpaHeHusi | 1abopaTopHoi npaktuku EADC
MOoObIX MaTepHranoB UCC/IeJOBaHUS?

2.13 JlocTyn K apXuBy MMeeT IIepCoHall, NyHKT 68 IIpaBun Haiexarteit
YIOJTHOMOYEHHbI! pyKOBOZICTBOM? JabopaTopHo# rpakTuku EADC

Peructpupyercsi v riepeMelljeHre JaHHBIX U3 | IyHKT 68 [IpaBu Hafyiexaiiei
apxvBa B apXuB? yabopaTopHo# rpakTuku EADC

4. By KOHTPOIBHOTO (HaZ30PHOT0) MEpOTIPUSITHS:

5. [Jara 3ariojiHeHus1 [IPOBEPOYHOrO JIUCTA:

6. OOBEeKT rocyJapCTBEHHOTO KOHTpOJsS (Haj3opa), B OTHOIIEHWA KOTOPOTO IIPOBOAUTCS KOHTPOJBHOEe (HaA30pHOe)
MepOIIpUsITHE:

7. ®amunusi, WUMS WU OTUYECTBO (MpU HaJIUUUM) TpaKJaHWHA WM HWHWBUAYA/JbHOrO TIpeANpUHUMATE/Is, €ro
WJEeHTU(PUKALIMOHHBI HOMED HaJoromjaTe/nbiliuka W (WId) OCHOBHOM TOCY/IapCTBEHHBLIM DPErucTpaliuOHHBIA HOMEpP
VH/MBUIYaJIbHOTO TpeANpUHUMATeNsl, aApeC perucTpald TpaXJAaHWHa WM WHAWBW/yaJlbHOTO TIpeAripUHUMATe/is,
HavMeHOBaHWe IOPUAUYECKOTO JMla, €ero HW/eHTU(PUKAI[MOHHBIM HOMep HajlororyiaTenbluka W (WId) OCHOBHOU
roCyZlapCTBeHHbIM PervCTpaljMoHHbIli HOMep, ajpec IOpUAUYecKOoro Jyvila (ero Gpuananos, MpeAcTaBUTeNLCTB, 000CO0IeHHBIX
CTPYKTYPHBIX TOZipa3/ie/IeHui), SBASIOIMXCS KOHTPOIUPYEMbIMU JIULIAMU:

8. Mecro (MecTa) TpoBe/leHHSI KOHTPOJILHOTO (HAZj30pHOTO) MEPOIIPUSTUS C 3arllo/iHeHHeM TPOBEePOYHOro JIUCTa:

9.  PexBusutsl pelleHusi  KOHTPOJIbHOTO (HAZ30pHOr0) OpraHa O MPOBEJEeHUH KOHTPOJBHOTO (HAaA30pHOrO0)
MEepOMNpUsITHs, TOAMMUCAHHOTO  YIOJTHOMOYEHHBbIM  [IO/DKHOCTHBIM  JIULIOM  KOHTPOJBHOrO  (HaJ30pHOr0)  OpraHa:
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10. YueTHbIli HOMep KOHTPOJILHOTO (Ha/[30pHOI0) MEpPOIPUSTHUS:

11.  [JomkHOCTb, (haMWINsi ¥ WHUIMA/bl JI0/DKHOCTHOTO JIMIla KOHTPOJILHOTO (HaZj30PHOT0) OpraHa, B [O/DKHOCTHbIE
00513aHHOCTU KOTOPOT'O B COOTBETCTBUU C TMOJIO)KEHWEM O BHUJE KOHTPOJIS, JO/PKHOCTHBIM PerjiaMeHTOM WIN JO/DKHOCTHOM
VMHCTPYKLMEN BXOJUT OCYILeCTB/IEHWE MOJTHOMOUYMM 0 BUJY KOHTDOJs, B TOM UMCJ/ie MPOBeJeHNe KOHTPOJIbHBIX (Ha/[30PHBIX)
MepOTPUSITHH, TIPOBOASIIETO KOHTPOIbHOE (HaZ30PHOE) MEPOIIPUATHE U 3allO/THSOLEr0 TTPOBEPOYHbIN JTUCT:

12. Tlogmucy [O/DKHOCTHBIX JIML] KOHTPOJBLHOTO (HAZ30pHOI0) OpraHa, y4acTBYIOIIMX B TPOBe/IeHWHA KOHTPOJIbHOTO
(HaZA30pHOT0) MEPONPUSTHUS:

(momKHOCTH, PaMUIUK U UHULMAIBI)
13. Tloamuch pyKOBOAUTENs] TPYIIbl AO/DKHOCTHBIX JIML KOHTPOJILHOTO (HaJ30pHOr0) OpraHa, y4JacTBYHOLIUX B
TpOBe/IeHUH KOHTPOJILHOTO (Ha/130pHOI'0) MEePOIIPUSTUS:

(mO/DKHOCTD, haMUIMST U MHULIAAITBI)
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oT

[Tpunoxxenue Ne 9

K npuKasy DesiepanbHOi CmyKObI
TI0 HaZI30py B cdepe 3/1paBOOXpaHeHUs

Ne

®opma

QR-xopg

(CIMCOK KOHTPOJIBHBIX BONPOCOB, 0TBETHI HA KOTOPbIe CBH/AETE/THCTBYIOT 0 COO/TI0/IeHHH WIN HeCOO TI0ieHUH
KOHTPOJ/IMPYeMbIM JIUI[OM 00513aTe/TbHBIX TPe0OBaHUI), MCII0/Ib3yeMblii DeepasbHOM C/Ty)K00# M0 Ha30py B chepe
3/[paBOOXPaHEeHHUs U ee TEPPUTOPHA/ILHBIMH OPraHaMH NMPH 0CYINeCTB/IeHUH (he/jepaTbHOr0 roCyAapCTBeHHOT0 KOHTPOJIS
(Hag3opa) B cepe oOpaiieHus IeKapCTBEeHHBIX CPe/ICTB /ISl MeJJULIHHCKOr0 MpUMeHeHUs (KJIMHNYeCKHe NCCIe0BaHusA
JIeKapCTBEeHHbIX MpenaparoB /i MeJUI[UHCKOr0 MPHUMeHeHUsl)

1. HaumeHoBaHHe BU/la KOHTPOJIS (Ha/[30pa), BK/IOUEHHOTO B €/IMHBIN peecTp BU/IOB (he/lepasibHOIO rOCY/1JapCTBEHHOTO
KOHTpOJIs1 (Haz30pa):

2. HarMmeHOBaHMe KOHTPOJIbHOTO (Ha/30pPHOr0) OpraHa M peKBU3UThl HOPMAaTUBHOI'O TPABOBOTO akTa 00 yTBep)KAeHUu
(opMbI TPOBEPOYHOIO JIUCTA:

CBUIETETLCTBYIOT O COOMIO/IeHHH MU HecoOIoieHM KOHTPOIMPYeMbIM JIULIOM 00si3aTelbHbIX TpeboBaHMiA:

3. COMCOK KOHTPOJIbHBIX BOTPOCOB, OTPaKalOIIMX CojepkaHue 00s3aTe/lbHbIX TpeboBaHWM, OTBEThl Ha KOTOpPbIe

/1

CIUCOK KOHTPOJ/IbHBIX BOTIPOCOB,
OTPaXKAOIINX COZepPyKaHre 00s3aTeNbHBIX
TpeboBaHUI

PeKBU3UTHI HOPMATHUBHBIX
MPABOBBIX AKTOB, C YKa3aHUEM
WX CTPYKTYPHBIX e[JMHHL],
KOTODPBIMHU yCTaHOBJIEHBI
o0si3aTesnbHBIE TPeOOBaHNS

OTBeTHI Ha BOTIPOCHI, cofepskairecs: B Criucke

KOHTPOJIBHBIX
BOITPOCOB

[Tprmeuanue

Aa

HeT

HerpruMeHnuMo
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Pemenue CogeTta EBpasuiickon OKOHOMHUYECKOU Komuccun oT 3 HOsI0pst 2016 r. Ne 79

«06 ytBepx/enuu IIpaBui Hajjiexalled KIMHAUYECKOW TMpAKTHKKA EBpa3suiicKOro 3KOHOMHUUeCKoro coro3a» (OdwunmanbHbii caiT EBpa3suiickoro 3KOHOMUYECKOrO COr03a
http://www.eaeunion.org/, 21 Hosibps 2016 r.) (ganee - IpaBuia Hagjexaield KiuHu4Yeckod npaktuku EADC); ®epepanbhblii 3akoH oT 12 ampenst 2010 r. Ne 61-®3 «O6
obpaiijeHnH ieKapCTBeHHbIX cpesicTB» (CobpaHue 3akoHOzaTenbcTBa Poccuiickoit @epepariuu, 2010, Ne 16, ct. 1815; 2022, Ne 13, ct. 1953) (manee - 61-®d3); depepabHblii 3aKOH
ot 21 HosiOpst 2011 1. Ne 323-@3 «O6 ocHOBax 0xpaHbl 3/10pOBbs rpaxkaaH B Poccuiickoii ®epepanun» (Cobpanue 3akoHozAaTenbctBa Poccuiickori ®epeparu, 2011, Ne 48, cr.
6724; 2022, Ne 24, ct. 3926) (ganee - 323-®3); TuroBble npaBuia 00s13aTe/ILHOTO CTPAaXOBaHMsSI KU3HW W 3[I0POBbsSI MAlMeHTa, YYACTBYIOIIETO B KJIMHUUECKUX MCC/IeI0BaHUIX
JIEKAaPCTBEHHOTO TIperapara, yTBep>K/JeHHble octaHoBieHreM [TpaBurensctBa Poccuiickoit @epepariuu ot 13 centsadpst 2010 r. Ne 714 (CobpaHue 3akoHOzaTeNbCTBa Poccuiickoit
Depnepanun, 2010, Ne 38, ct. 4832; 2014, Ne 43, ct. 5892) (manee - TurnoBsie rpaBuia 00513aTe/ILHOTO CTPAXOBAHUSI )KU3HU U 37I0POBbsI MAlMeHTa, YUaCTBYIOIIEr0 B KITMHUUECKUX
WCCIIe/[OBaHMSIX JIeKapCTBEHHOrO Tipertapara); [IpaBusia Hazexxarteli KITMHUYeCKOW TIPaKTUKY, YTBepsKAeHHbIe IpUKa3oM MUHMCTepCTBa 37paBooxpaHenys Poccuiickoit Pefepanyu
ot 1 ampenss 2016 r. Ne 200 (3apervcrpupoBaH MuHncTepcTBoM toctuiu Poccuiickoit ®epepariuu 23 aprycra 2016 r., pervcrpaumoHHbii Ne 43357) (manee - IlpaBuma
HajJieXxalllell KTMHUYeCKOM MPaKTHUKN);

[paBuna Haj exallleid MPOU3BO/ICTBEHHOU MPaKTHUKHU, yTBePKAeHHbIe MPUKa3oM MUHUCTepCTBa MPOMBILLLIEHHOCTH U TOproBiu Poccuiickoit ®@enepauuu ot 14 utoHs 2013 r. Ne 916
(3apeructpupoBaH MuHucTepcTBOM FOCTULIMY Poccuiickoit Desepaliuu 10 ceHTSI0ps 2013 r., perucTpariioHHbIMI

Ne 29938), c U3MeHEHUsAMH, BHECEHHBIMH TPHUKa30M MUHHCTEPCTBA MPOMBIIIEHHOCTH U TOpProeiu Poccutickont ®@epepariuu ot 18 gekabpst 2015 r. Ne 4148 (3aperucTprupoBaH
MunuctepcTBoM toctuiiun Poccuiickori @epeparyu 28 nekabps 2015 r., peructpaiponssiii Ne 40323) (nanee - IpaBusia Hazjexalledl IpOU3BOJCTBEHHON NpakTUKK); TTopsimok
ocylecTBieHus: (hapMakoHa[30pa, YTBepXK/eHHbIN npuka3om dDezepanbHol c1yObl 10 Haz30py B chepe 3apaBooxpaHenus ot 15 deepans 2017 r. Ne 1071 (3apeructpyupoBaH
MuHucTepcTBoM FOCTHLMK Poccutickoit @epepanyu 20 MapTa 2017 ., perrctpaiioHHbIid Ne 46039), ¢ U3MeHeHUsIMY, BHECEHHBIMU TprKazoM DeziepanbHON CTy>KObI TIO HAZ[30pY B
cdepe 3gpaBooxpaHenyst oT 16 wromst 2020 1. Ne 6252 (3apeructpupoBaH MUHUCTEPCTBOM tocTHLMK Poccuiickoit @ezepauun 10 ceHtsiopst 2020 T., peructpaloHHbd No 59745)
(manee - TTopsiiok ocyijecTBieHUst apMaKOHaZ30pa)

1. OO11Me MooXKeHust

1.1 | KnuHuueckoe ucciieoBaHUe yacTb 4 ctaTb¥ 38, yactu 1, 2
JIeKapCTBEHHOTr'O IperapaTra Jijist cratb¥ 39 61-®3; NyHKTEI 5, 6,
MeULIMHCKOT 0 NpUMeHeHust ipoBogutcst | 21 TIpaBun Hagsexkatei
JIU B yUpeXleHMY Ha OCHOBaHWH K/IMHUYEeCKOH MTPaKTHKU

paspellieHus! Ha TIPOBejieHue
K/IMHUYECKOT0 MCC/Ie/JOBaHUsI, BBIIAHHOTO
MUHHCTePCTBOM 3/]paBOOXPaHeH s
Poccuiickoil @efepariumn?

1.2 | KnuHuueckoe ucciejoBaHue yactb 1 crateu 41 61-P3
JIEKapCTBEHHOT 0 Nperapara /s
MeULMHCKOT0 IIPUMeHEeHUsT IPOBOIUTCS
JI1 B COOTBETCTBUU C JIOTOBOPOM?

1.3 ,HOFOBOP O IIpOBeZIeHNH KJIMHUYECKOT'0 UCC/Iel0BaHKA JIEKAPDCTBEHHOT O IIperapaTa A/id MeAULMHCKOI'0o IpUMeHeHUA COAEP>KUT JIU:

YCJIOBUSL M CPOKY MPOBeZIeHUs JaHHOTO nyHKT 1 yactu 2 crateu 41 61-
WCCJIeOBaHUA? d3
orpeiesieHye 001el CTOUMOCTH MYyHKT 2 yacty 2 craTeu 41 61-

MPOrPaMMBbI JJaHHOTO UCC/IeIOBAHMS C D3
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yKa3aHWeM CyMMbl, IpejHa3HavyaroLLencst
TSI BBITI/IAT UCCIIe/IOBATeNIO0 U
coucciefoBaTessam?

ornpeieneHue GOPMBI IpeCTaBIeHUs
pe3yJIbTaToB JJaHHOTO UCC/eJOBaHUS B
YIIOJTHOMOYeHHbIN (efiepabHbIN OpraH
WCITO/THUTETbHOU B/IaCTU?

NyHKT 3 yacty 2 craTteu 41 61-
D3

2. HezaBucumelii sTrueckuii KomureT (ganee - HOK)

2.1 | Bxogsar v B coctaB HOK suija, nyHKT 11 TIpaBun Hagexarrei
obsafjaroriye HeoOXOAUMBIM OTBITOM U K/IMHUYEeCKO} MPaKTHKU
KBa/TMpUKaryed 171s1 SKCIIepTHOMN OL[eHK!

HaYUHBIX, MEJULIUHCKUX U STUYEeCKUX
acreKTOB MJIAaHUPYEeMOT'0 KIMHUYEeCKOT 0
WCCJIeOBaHUA?

2.2 | HOK ocymjecTsssieT M CBOKO nyHKT 12 TIpaBua Hajexkarei
JlesiITe/IbHOCTb B COOTBETCTBUH C KJIMHUUYEeCKOU MPaKTUK!
YTBEP>KJeHHbIMUA UM CTaH/apTHbIMU
orepaLMOHHBIMY TIpoOLielypaMu (zasnee -

COII)?

2.3 | COIler H3K copeprkat 1, B TOM UurcIIe:

TpebOBaHUs K COCTaBY U KBaTU(PUKALIK nyHKT 12 TIpaBuin Hagiexarei
Y/IeHOB? K/IMHUYEeCKOH MTPaKTHKH

cBeZieHust 00 yupeauTene? nyHKT 12 IlpaBun Hagexarei
KJIMHUYEeCKON TIPaKTHUKH

MOPsAJ0K OpraHy3aLvy NpoBeeHus nyHKT 12 TIpaBun Hagnexarei
3aceflaHuUit? KJIMHUYEeCKON TPaKTUKH

TOPSAIOK PACCMOTPEHUS JOKYMEHTOB U nyHKT 12 IlpaBun Hagnexarei
TIPUHSATYS 110 HUM pellleHni? K/IMHUYeCKO# NPaKTUKU

2.4 | B xope npunsaTtus peiieHnii HOK paccmoTpeHs! i ciiefiytoniye JOKyMeHTHI:

IMPOTOKOJI K/IMHUYeCKOI'o I/ICC]'[Q,E[OBEIHI/IH?

TIOJTTYHKT «a» MyHKTa 13,
TIOATYHKT <«0K» MyHKTa 15
IIpaBun Hagexanen
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KJIMHUUYEeCKOU MPaKTUKU

Oporropa uccesjoBaressi?

MOAMYHKT «O» myHKTa 13
IIpaBun Hazyexarei
KJIMHUYEeCKON TIPaKTHUKH

YMH(OPMAaLIMOHHBIN JTMCTOK TarjeHTa?

TIOJITIYHKT «B» IMyHKTa 13,
MOAIYHKT «I'» IyHKTa 15
ITpaBun Hagyiexaren
KJIMHUYEeCKON TIPaKTHUKHU

cBejieHus1 00 oribiTe paboThI U
KBasTM(pHKaLK MCCIej0BaTeIs 110
COOTBETCTBYIOLLEN CrieLuaJbHOCTH,
BKJTHOUAsI €0 OTBIT PaboThI 10
TPOBE/IEHUI0 KITMHUYECKUX
HCCeJOBaHUM?

TIOJTIYHKT «I» TIyHKTa 13,
MOJMYHKT «O» MyHKTa 15
IIpaBun Hagexanen
KJTMHUYEeCKOW TIPaKTHUKH

CBeZleHrsI 0 MeJULIMHCKHX OPraHnu3alusax,
B KOTOPBIX IIpeAriojiaraeTcs rnmpoBejgeHne
K/IMHUYeCKOro I/ICC]'IE,Z[OBBHI/Iﬂ?

TIOATYHKT «J» MyHKTa 13
[IpaBun Hagexaluen
KJIMHUUYEeCKOM MPaKTHK!

CBeJleHus O IIperiojiaraeMbIX CPOKax
npoBeaeHuda KJIIMHUYeCKOro
WCCJIeOBaHUA?

MOAIYHKT «e» MyHKTa 13
[TpaBun Hag/exaien
K/IMHUYEeCKOH MTPaKTHKH

KOITHSI IOTOBOpa 00s13aTe/TbHOr0
CTpaxoBaHUs?

TIOJITYHKT <«K» TIyHKTa 13
ITpaBun Hagyiexaren
K/IMHUYEeCKOH MTPAaKTHKHY;
TuroBble ripaBu/Ia
00s13aTeNIbHOTO CTPaxoBaHUs
JKU3HHU U 3[,0POBbsI MallMeHTa,
YUacTBYIOILIEr0 B KTMHUUECKUX
WCC/IeJOBaHUSX
JIEKapCTBEHHOTrO TIperiapaTa

MH(pOpMaLMs O COCTaBe JleKapCTBEHHOIO
rpernapara?

TIOAITYHKT «3» IyHKTa 13
IIpaBun Hazyexarei
KJIMHUYEeCKON TIPaKTHUKH

MaTepuaibl, Co/iep>Kalliie OrMCaHue
JleficTBUH, HampaB/IeHHBIX Ha
MIPUBJ/IEUEHUE TIAl[UEHTOB, 3/J0POBBIX

nyHKT 13 TIpaBun Hagnexarei
K/IMHUYeCKOM MPaKTUKH
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[I0OPOBOJIBLIEB K YUACTHIO B K/IMHUUECKOM
WccneOBaHUM?

MICbMEeHHbIE MaTepHasbl, KOTOpbIe OyayT
TIpe/ioCTaB/ieHbl yUaCTHUKaM
K/IMHUYEeCKOT0 NCC/IeJOBaHus,
cofieprKaliiie B TOM 4rciie nH(GOPMALUIO O
BBITI/TATaX ¥ KOMIEHCALIUSIX YYaCTHUKaM
K/IMHUYEeCKOT0 UCC/IeJOBaHuUs?

MYHKT 13, NOAMYHKT «J»
nyHkTa 15 ITpaBun
Hajjiealleld KIMHUYeCKon
TIPaKTUKU

2.5 | IIpunarsle pemenns HOK NyHKT 14 TIpaBun Hagiexaren
3a/J0KyMeHTHPOBaHbI JIU? KJIMHUUYEeCKOM MPaKTUK!

2.6 | O60 Bcex npuHATHIX pemeHusx HOK B NyHKT 16 IIpaBun Hagiexamen
MICBEMEHHOM BH7le coo0IjaeT K/IMHUYEeCKOH MTPaKTHKH
WCCIIefloBaTe/t0, OpraHru3aTopy
KJIMHUYECKOT 0 UCC/Ie[|0OBaHuUsA?

2.7 | B xo/ie npoBe/ieHus KIMHUUECKOro uccienosanus HOK obecrieunBaer Jyiu:
nepyofivecKkoe (He pexke 0JHOTO pasa B TIOJTIYHKT «B» MyHKTa 15
rOJ}) PaCCMOTPeHHe [OKYMeHTal[u! [TpaBun Hapexarei
WCCIIeIOBaHUS? K/IMHUYEeCKOH MTPaKTHKU
COr/jlacoBaHWe IOIMPaBOK B IPOTOKOJ MOAIYHKT <«K» IMyHKTa 15
KJIMHUUEeCKOT0 UCC/Ie/IOBaHUS? IIpaBun Hazexarei

KJIMHUYEeCKOU MPaKTUK!

2.8 | B cinyuae npuBieueHus AJisl IPUHATHS MOJIYHKT «e» IyHKTa 15
pelLIeHu JTnL], 00/1a/JAF0IIUX IIpaBun Hazyexarei
CrieliabHBIMUA 3HaHUSIMU B K/IMHUYEeCKOH MPaKTHKU
COOTBETCTBYOIIUX 06acTsax, HOK He
JOIyCKaeT JIM X K YYaCTHIO B IIPEHUsIX U
r0JIOCOBaHUIO?

2.9 | H3K obecrieueHa /iy 3amura rpas, nyHKT 10, MOAMYHKT «a»
6e30MacHOCTh U OXpaHa 3/[0pPOBbs nyHkra 15, nyskt 17 IlpaBun
Y4aCTHUKOB K/IMHUYeCKOro Ha/ijierkallel KIMHUYeCKou
WCCIIeIOBaHUs? TIPaKTUKU

2.10 | HOK obecrieueHo /1 XpaHeHHe nyHKT 18 TIpaBus Hagiexarrei

JIOKyMeHTOB, CBSI3aHHBIX C TIPOBeZieHUeM
KJIMHUYECKOT0 UCC/IeJOBaHUs?

KITUHAYeCKOH TIPAKTUKKN
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3. OpraHu3anysi, OCyILeCTB/ISIOLIas MPOBeAeHNe KIMHIUYeCKOTo uccieoBanus / KOpuandeckoe Mo, Ha MM KOTOPOTO BBIJAHO Pa3pelleHue Ha MpoBeAeHe KIMHIYEeCKOTo

uccinen0oBaHusA

3.1

ITonyueno i pa3perienvie MuHHUCTepCTBa
31paBooxpaHeHust Poccuiickoi
®Deslepaliuy Ha IIpaBo NIPOBeJeHUs
K/IMHUYEeCKOr0 UCC/Ie[JOBaHNs 10 Havala
€ro NpoBeJleHus?

yacTe 1 cratbu 39 61-D3;
MYHKT 21, MOAMYHKT «a»
nynkra 22 IIpasun
HaiyIeXxalllell KITMHUYeCKOU
TIPaKTHUKU

3.2 | ObecrieueHo /K POBe/ieHHE nyHKTHI 7, 20 [IpaBun
KJIMHUYeCKOr'0 UCC/Ie0BaHUs HaziieXxalllell KIMHUYeCcKou
JIeKapCTBEHHOT 0 Nperapara B TIPaKTHUKU
COOTBETCTBUH C IPOTOKOIOM?

3.3 | O60 Bcex U3MeHEHHsIX B TPOTOKOJ yacTtb 4 cratbu 40 61-D3;
KJIMHUYECKOT0 UCcieloBaHus, B anyvasix | myHKTsI 20, 31 [TpaBun
Heo0XOJUMOCTH UX BHECEHWH, HaziieXxalllell KITMHUYeCcKou
coobtaercst 11 B MUHHCTEPCTBO MIpaKTUKU
3/ipaBooxpaHeHus1 Poccuiickoi
®Denepanuu’?

3.4 | ObGecrieueHo /v pacrpefeneHye mpae u MOATMYHKT «0» myHKTa 22
006s13aHHOCTel! MeXX/ly BCeMH JIUL|aMH, ITpaBun Hagsexaiei
YUYacTBYIOLIMMU B KITMHUUECKOM K/IMHUYEeCKO} NPaKTUKU
WCCeJOBaHUM?

3.5 | YTBepsKJeHbl JI1 JOKYMEHTHI I10 MOPSAKY | [IOAIIYHKT «B» ITyHKTa 22
TIpOBe/leHusI KJIMHUUecKoro ucciefioBanus, | [IpaBun Hagexkaieit
cbopy, perucTpaLiy U IpeZCcTaBIeHNI0 K/IMHUYEeCKO} MPaKTUKU
JJaHHBIX B COOTBETCTBUM C TIPOTOKOJIOM U
IIpaBunamu HajIexare KIMHNUeCKon
npakTuku (panee - COIT opranusaTtopa)?

3.6 | ObGecrieueH i iepecMOTp OPOIIFOPbI TIOATYHKT «T'» TIYHKTa 22,
WCCIIefloBaTe/Is 110 Mepe TMOoJIyYeHHsl HOBBIX | MyHKT 28 IpaBui Hajexatei
JIJaHHBIX, He Pe)Ke OZIHOro pasa B roj? K/IMHUYEeCKOH MTPaKTHKH

3.7 | ObecrieueHo /M TIpe/jOCTaB/IEHHEe TIOAIYHKT «I» MyHKTa 22
aKTya/JbHOM peJjakiiy GpOLIOphI IIpaBun Hagyexarei
uccnegosarento u HOKy? KJIMHUUYEeCKO! MPaKTUK!

3.8 | ObecrieueHo /i1 BHE/IpEHUE U TIOJTIYHKTBI «J[», «p» IIYHKTa

Mo/I/iep>KaHue CUCTeM 0becrieueHust U

22 TIpaBu HajiexXarren
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KOHTPOJIS1 KaUeCTBa B COOTBETCTBUH C
COII opranusaropa?

KJIMHUUYEeCKOU MPaKTUKU

3.9 |IlonyueHo U cornacue Bcex TIOAIYHKT «€e» MyHKTa 22
TIPYBJ/IEYEHHBIX K YUacTHIO B KMHUUecKoM | [IpaBus Hazyiexkaiei
WCCIeflOBaHUH CTOPOH Ha MpefioCTaB/ieHre | KTMHUUEeCKOW IPaKTUKU
MPSAMOrO JJOCTYIa KO BCEM [JaHHBIM
KJIMHUUYEeCKOT 0 UCC/Ie/|0BaHuUs,

HeoOXoArMOoe [ij1s1 1iefieli MOHUTOPUHTa U
ay/JMra KauecTBa IIPOBeJleHusI
K/IMHUYEeCKOr 0 UCC/ieJ0BaHus?

3.10 | HasHaueHbl v jiv1ja, 0071 jaro111e MOAITYHKT <«OK» ITyHKTa 22
COOTBeTCTBYyIOIIel kKBaymdrKkarmedd, ans | [IpaBun Hagyexkaiei
OKa3aHus KOHCYJIbTaTUBHON ITOMOIL{ K/IMHUYEeCKO} MPaKTHKU
vccesoBaTessIM?

3.11 | ObecrnieueHa 1 KOH(PUAEHIMATEHOCTD MIOAITYHKT «3» IyHKTa 22
JIMYHBIX JJaHHBIX yyaCcTHHKA ucciefioBaHus | [IpaBun Haguexkaiei
TIOCPe/ICTBOM UCII0/Ib30BaHUs K/IMHUYEeCKOH MPaKTHKU
TIPHMCBOEHHOI0 eMy H/IeHTH(UKALMOHHOTO
Koja?

3.12 | ObecrnieueHo /1 Be[jeHVE UHAWBUAYAIbHOM | TIOJIYHKT «M» MyHKTa 22
PErucTpaliOHHOW KapThl KaXKZ0T0 IIpaBun Hazyexarei
yuyacTHHMKa KIMHUUYECKOTO UCCIeZl0BaHUs? | KTMHUUECKOM MPaKTHKU

3.13 | CpopMupoBaH /11 HE3aBUCUMBIM KOMUTET | MOAMYHKT «K» IIYHKTa 22
110 MOHUTOPUHTY JAHHBIX /I/IS OLeHKU IpaBun Hagsexalei
TIPOBO/IMMOT'0 K/IMHUYECKOT0 K/IMHUYEeCKOH MTPaKTHKH
WccnefoBaHus?

3.14 | ObecnieueHo /M XpaHeHUe JOKYMEHTOB, MOAIYHKT «/I» MyHKTa 22
OTHOCSIILIMXCS K K/TMHUUECKOMY [TpaBun HagsexKaiei
WCCIIefIOBaHUIO, B TeUeHHe KJIMHUYEeCKOU MPaKTUKU
YCTaHOBJIEHHOT'O CPOKa?

3.15 | B ciyuae nipekpaitieHHst KJIMHUUECKOH MOAIMYHKT «M» IyHKTa 22

pa3paboTKu UCCIIe[yeMOro
JIeKapCTBEHHOTO TIpertapara coobIieHo 1
006 3TOM BCEM yYaCTBYIOLIUM B
K/TMHUYeCKOM HMCC/Ie/0BaHIY CTOPOHAM?

IIpaBun Hagyexarei
K/IMHUYEeCKOH MTPaKTHKH




113

3.16 | Bce nuija, npyB/eyeHHbIe K IPOBEIEHUIO | TOJIYHKT «I1» MyHKTa 22
JIFOOOTO U3 TATOB KIMHUYECKOTO [TpaBun Hapexarrei
UCCIlefoBaHusl, 00/1aJa0T JIn KJIMHUYEeCKOH MPaKTUK!
COOTBEeTCTBYIOIIIel KBayprKarmei?
3.17 | OpraHu3aTopoM KJIMHWYECKOTO WCC/IeJOBAHUS WA TPUB/IEYEHHBIM WM FOPUIWYECKUM JIMIIOM TPU HCIMOJb30BaHUM 3/IEKTPOHHBIX CHUCTeM [ paboThl C JaHHBIMU

K/IMHUYEeCKOro uccjaeg0BaHusa 1 (I/IJH/I) 3JIEKTPOHHBIMHU CUCTEMaMH yAa/IEHHOTI'O JOCTYIIA K YKa3aHHBIM JaHHBIM:

JIOKYMEHTAIbHO 0(OPMJIIEHO JTH
COOTBETCTBHE CHCTEM 3JIeKTPOHHOM
06paboTKU JaHHBIX TPeOOBAaHUAM K
TIOJTHOTE, TOUHOCTH U HAZIEXKHOCTH
JAHHBIX, a TAK)Ke CTabHILHOCTb
JOCTIDKeHust TpeGyeMoro pesysibrara
(manee - BammMaaIys JAHHBIX)?

MOAIMYHKT «a» MyHKTa 23
IIpaBun Hazyexarei
K/IMHUYEeCKOH MTPaKTHKH

yrBepxaeHbl i COIIbI ncrnosib30BaHusA
3/IeKTPOHHBIX CUCTeM?

MOAMYHKT «0» MyHKTa 23
IpaBun Hagsexaiei
K/IMHUYeCKO# NPaKTUKU

obecrieueHa /i1 paboTa 3/1EKTPOHHBIX
CHCTEM TakK, UTOObI MPU U3MEHEHUH
BBe/IEHHBIX [JAHHBIX BHOCUMbIE U3MEHEeHHsI
ObUIH 33/J0KyMEHTHPOBaHbI M paHee
BBe/leHHbIe laHHble He ObIIN y/ia/eHbl?

TIOANTYHKT «B» TTyHKTa 23
[IpaBun Hagsexanen
K/IMHUYEeCKO} MPaKTUKU

obecrieueHa i CUCTeMaA 3allUThI JaHHBIX
KJIMHUYEeCKOT0 MCC/Ie/JOBaHuS,
TpeJoTBpalljaroLas
HEeCAHKLIMOHUPOBAHHBIN JOCTYTI K
JlaHHBIM, B TOM UKCJIe TIOCPeZCTBOM
YTBEP)KJEeHUsI CIIUCKA JIUL], UMEeIOLUX
JOCTYT K JAHHBIM KITMHAYECKOTO
WCCIleloBaHUS C IIPaBOM BHECEHUS B HUX
M3MeHeHUM U pe3epBHOT0 KOTIMPOBaHUS
JIaHHBIX?

TIOATYHKT «I» MyHKTa 23
IIpaBun Hazexarei
K/IMHUYEeCKO} MPaKTUKU

obecrieyeHa Jii COXPAHHOCTb MaCKUPOBKU
K/IMHUYECKOT0 UCC/IeJOBaHuUs,
MIPOBO/IMMOTO CJIETIBIM METO/IOM, TIpU
BBO/Ie 1 00pabOTKe /JaHHBIX B
37IeKTPOHHOI crcTeme?

TIOATYHKT «J» MyHKTa 23
IpaBun Hagsexxaiei
K/IMHUYeCKO# NPaKTUKU
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3.18 | ITogTBepskaeH M (akT npefocTaBieHnst | MyHKT 24 [IpaBui Hapmexaren
HCC/Ie/IOBATeN0 ¥ MeAUIIMHCKON K/IMHUYeCKOU MPaKTHUKH
OpraHU3aLy TIPOTOKOJIa KJIMHUYECKOTo
WCC/IeIOBaHMS U OpOIIIOPBI B TEKYILeH
peZlakLiiy [0 MIOATIMCAHHUS C MeJULIMHCKON
opraHu3aljeii oropopa Ha IpoBeZieH1e
K/IMHUYeCKOT0 MCCIIe/JOBaHUs?

3.19 | IMonyueHo M MUCbMEHHOE COTJlacke UCC/ieoBaTesisi U yIIOJTHOMOUEHHOTO JiMlja MeIMLMHCKON OpraHv3alyy Ha:

TIpOBe/ieHre KJIMHNYEeCKOT0 NCC/Ie/JOBaHUs | TOJITYHKT «a» MyHKTa 25
B COOTBETCTBUH C TIPOTOKOJIOM, [TpaBu Hagexarrei
[IpaBunamu Hazexailei KIMHUUeCKon KJIMHUYEeCKON TPaKTUKH
MIPaKTUKK ¥ TpeOOBaHUSIMU
3aKOHOZIaTebCTBa Poccuiickoit
depeparuu B chepe obpaireHus
JIeKapCTBEHHBIX CPe/ICTB?

cobJtro/IeHe TIPOoLieAyphbl PETUCTPALIMM U | TIOATTYHKT «0» TyHKTa 25

Tipe/iCTaB/IeHHs IaHHBIX KIIMHUUECKOT0 [TpaBun Hagexaren
WCCel0BaHuUs? K/IMHUYeCKOH MPaKTUKH
NpOBe/ieHre MOHUTOPHHTA U ayjuTa? TIOATMYHKT «B» TYHKTa 25

ITpaBun Hagsexaren
K/IMHUYECKOH MPAaKTUKU

XpaHeHHe I0KYMeHTOB, CBA3aHHBIX C TIO/IITYHKT «I» TIYHKTa 25
TIpOBe/leHNeM KIMHUUYEeCKOTo [TpaBun Haguexkaiei
WICCIeJOBaHuUs, [10 TexX Iop, ToKa K/IMHUYEeCKO} MPaKTUKU

OpraHM3aTop KIMHUYECKOTrO UCC/IeA0BaHUs]
He COODIIUT UCCIeJOBATe0 U
MeJULMHCKOM OpPraHu3al|y, YTo JIaHHbIe
JIOKYMEHTHI MOTYT OBITb YHUUTOXEHBI?

3.20 | 3ak/It0ueH Ji1 IOrOBOp 00s13aTe/TbHOTO yactu 1, 14 cratbu 44 61-P3;
CTpaxOBaHUs PUCKA TIPUYMHEHUS Bpesia nyHKT 26 [IpaBus Hagiexarrei
JKW3HU, 3[JOPOBBIO TaljieHTa B pe3y/ibTaTe | KTMHUUeCKON MPaKTUKWY;
MpOBe/IeHUs KIIMHUUeCKOro nyHkThl 13(2)-13(6), 15, 16, 18
HCCIeOBaHuUs? TuUnoBbIX NpaBU

00513aTe/TbHOTO CTPaXOBaHUS
>KU3HH U 3[J0POBbSI TIALIEHTa,
yUacCTBYIOLIEro B KTMHUUEeCKHUX
HCCre0OBaHUSIX
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JIeKapCTBEHHOT 0 IIperapara
LTSI MeIUL[UHCKOT O
TIPUMEHEHUS

3.21

O6ecrnieyeHo /i1 COOTBETCTBHE CPOKOB
JIOTOBOpa 00s13aTe/IbHOTO CTPaXxOBaHMUs
JKM3HU ¥ 3[,0POBbSI MALIMEHTa,
YUYacTBYIOIIETO B KIMHUUECKUX
WCC/IeJOBAaHUSIX JIEKapCTBEHHOTO
Tniperiapara, CpoKam IpoBeieHHs]
K/IMHAYeCKOr'0 UCC/IeJ0BaHUS
JIeKapCTBEHHOTO Tperiapara JJis
MeJULITHCKOTO TIPUMeHeHHs ?

yacTeb 7 cTatbu 44 61-P3

3.22

[MTomyueHo U 3a/l0KyMeHTHPOBAHO JIU:

cornacue HOK Ha nposesieHue
K/IMHUYeCKOro UCC/lejoBaHus Ha Oase
Me/JULIMHCKOM OpraHu3aLuu?

NyHKT 27 IIpaBun Hajiexaren
K/IMHUYeCKOM MPaKTUKH

nofTBepkeHue Toro, uto HOK B cBoeit
JlesITe/TIbHOCTU PYKOBO/CTBY€ETCS
IIpaBunamu Hazexailei KIMHUUeCKon
MpaKTUKU?

NyHKT 27 IIpaBui Hajexarei
K/IMHUYEeCKOH MPaKTHKH

3.23

I/ICCJIB,ELYEMI:IE JIeKapCTBE€HHbIE IIperapaThbl, UCII0/Ib3yeMble IIPpU MPpOBeJeHUN

K/IMHUYeCKOr'o uccjieq0BaHus:

TIPOU3Be/IeHbI /I B COOTBETCTBUU C
TpeboBanusaMu [TpaBui Hayexarle
TIPOM3BO/ICTBEHHOM MPAKTHUKN?

yacTe 18 crateu 5 61-D3;
NyHKTHI 3, 29 [IpaBun
Hajjiealleld KIMHUYeCKon
MPaKTHKU;

npunokeHue Ne 13 K
[IpaBunam Hazsesxaiei
TIPOM3BO/ICTBEHHOM MPAKTUKU

VIMEIOT JIM COOTBETCTBYIOLIIMe [T0Ka3aTe/u
KayecTBa, XpaHsTCs U TPAHCIIOPTUPYIOTCS
B cooTBeTcTBUH C [TpaBuiamu
Ha/yjie)xallleil MpakTUKKU XpaHeH!s U
TepeBO3KY JIeKapCTBEHHBIX NTpernaparToB?

yacTb 18 cratbu 5 61-D3;
NyHKTHI 3, 29 [IpaBun
HafiyIeXkallei KITMHUIeCcKou
MIPaKTUKH;

npunoxkenue Ne 13 K
IIpaBunam Hajexalen
TIPOM3BO/ICTBEHHOM MPAKTUKU
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3aKOZAMPOBaHbl U MAPKUPOBAHBI JIU B
1jessix 00ecrieueHrsi MaCKUPOBKH ?

yacTe 18 crateu 5 61-P3;
NyHKTHI 3, 29 [IpaBun
Hajjiealleld KIMHUYeCKon
TIPaKTHKW;

npunoxkenre Ne 13 K
[paBunam Hajexalei
TIPOU3BO/ICTBEHHOM MTPaKTUKU

3.24

Ha nepBuuHy0 W/uniy BTOPUYHYIO
YIaKOBKY JIeKapCTBEHHBIX TIperiapaTos,
TrpeJHa3HaueHHBbIX [1/151 KITMHUUeCKUX
WCC/IeJOBaHMM, HaHeCeHb! JIM Ha/lITHCH:
" [1711 KTMHUYeCKUX UCCIieIoBaHui"?

yacTh 8 ctaTbu 46 61-D3;
nyHKT 29 TIpaBui Hagiexarei
K/IMHUYEeCKO# NPaKTUKU

3.25

O6ecnieueHo /i1 IPUMeHeHHe CHCTEMBI
KOZIUPOBaHUs UCC/IeZlyeMOoro
JIeKapCTBEHHOTO TIperapaTa, BK/IoYaroIei
B ce0si MeXaHH3M, TI03BOJISFOLINI B
9KCTPEHHBIX CTyuyasx ObICTPO
WIeHTH(HULMPOBATE JJAHHBIN
JieKapCTBEeHHBI! Mpernapart, [Py 3TOM He
JIOIyCKarolliell BO3MOKHOCTH He3aMeTHO
PacKpbITh KOA?

nyHKT 30 [IpaBun Hagnexarei
K/IMHUYeCKOM MPaKTUKH

3.26

O6ecrnieyeHo /i1 HaTUUKe UCCIIeyeMOro
JIEKapCTBEHHOT'O TIperapaTa B KOJMYecTBe,
HEoOXOAVMOM [171s1 TIPOBe/IeHUS
K/IMHUYECKOT0 UCC/Ie/JOBAHUsA?

NyHKT 32 [IpaBui Hajiexaren
K/IMHUYeCKOH MPaKTUKH

3.27

[ToxTBEpP>K/IEHO I KaYyeCTBO
WCC/IeyeMOoro JieKapCTBEHHOTO
rpenapara?

nyHKT 32 [IpaBui Haj/exaren
K/IMHUYeCKOM MPaKTUKH

3.28

HokymeHTHpyeTcs i uHbopmaus o:

TMOCTYIIJIEHWH UCC/IeyeMoro
JIEKADCTBEHHOTI' O ITperiapaTta B
MeJUIIMHCKHEe OpFaHI/BaL[I/II/I?

nyHKT 32 TIpaBus Hajiexarrei
K/IMHUYEeCKOH MPaKTHKH

0 BO3BpaTe MCC/IeyeMOro JIeKapCTBEHHOTO
rperniapara?

nyHKT 32 [IpaBui Hajexaren
KJIMHUYEeCKOU MPaKTUKU

00 YHUUTOXeHUU UCCIIeyeMOro

nyHKT 32 TIpaBus Hajiexarrei
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JIEKapCTBEHHOTO TIperapara?

KJIMHUUYEeCKOU MPaKTUKU

3.29 | Ocyl1iecTBsieTCs /I TIOCTOSIHHAS OlleHKa | MyHKT 32 IlpaBus Hajexarieit
6e30MacHOCTH UCCIelyeMOro K/IMHUYEeCKOH MTPaKTHKU
JIeKapCTBEHHOTrO TIperiapaTa?

3.30 | ObecrnieueHo 1 yBeIOM/IEHHE BCEX nyHKT 32 [IpaBus Hagexarei
BOBJIEUEHHBIX B TIPOBe/ieHNe K/IMHUYEeCKO} MPaKTUKU
K/IMHUYEeCKOT0 NCC/IeJ0BaHMsI JIUL] O
JAHHBIX, KOTOPBIE MOTYT HeO/IarorpUsiTHO
OTpa3uThCsA Ha 6e30MacHOCTH TAlJUeHTOB?

3.31 | ObecnieueHo m coobirieHre 060 BCeX Cephe3HbIX U HEelpeABU/IeHHBIX HeXKelaTeTbHbIX PeaKLusIX:
BCeM BOBJ/IEUEHHBIM B [1IpOBe/ieHre NyHKT 3 cTaThu 64 61-D3;
K/IMHUYEeCKOr0 UCC/leJOBaHUs JTULjaM nyHKT 33 IlpaBun Hajnexarei

KJTMHUYEeCKON TIPaKTHUKH
DenepanbHON CTy>K0e 10 HaZBopy B cdepe | MyHKT 3 cTaTthu 64 61-D3;
3/lpaBOOXpaHeHus uepe3 nyHKT 33 TIpaBusn Hagiexarei
ABTOMaTH3MPOBaHHYI0 MH(POPMALIMOHHYIO | KTMHUYeCKOH MPaKTHKY;
cucremy Poc3ipaBHajizopa mbo mo MOAMYHKT «1» MyHKTa 6,
37IeKTPOHHOM TI0uTe nyHkThI 10, 11, 12 TTopsiaka
pharm@roszdravnadzor.ru? OCYIIIeCTB/IEHNS

(hapMakoHa;30pa

3.32 | ObecrnieueHo /i TIpeiCTABIEHNE B nyHKT 33 IIpaBui Hagexarei
Poc3apaBHaA30p NepruoANYecKiX OTUETOB | KJIMHUYeCKOH ITPaKTHKHY;

o 6e30mMacHOCTH MOAMYHKT «3» MyHKTa 6, MyHKT
HcceyemMoro/pa3pabaTbiBaeMoro nyHkThI 12, 30, 31, 33 [opsigka
nipernapara (zasnee - POOEB) B OCy11leCTBJIeHUS

cooTtBeTcTBUH C [TopsiikoM (apmakoHaz30pa
ocylecTB/ieHus: hapMakoHaz3opa?

3.33 | ObecnieueHo /i cooObIIeH e B nyHKT 22, 25 Tlopsiaka

Poc3npaBHaz30p 0 eTanbHbIX U (MIN)
JKU3HEYTPOXKAIOIIUX Cepbe3HbIX
HeIpeJBU/IeHHBIX HesKeJlaTe/lbHbIX
peakLUsIX Ha UCCile/[yeMblil B Xozie
KJIMHWYEeCKUX UCCIe0BaHUN
JIeKapCTBEeHHBIM NIperapar, B CPOK He
Gosee 7 KaneH/JapHBIX HEH (eci MHOe He
NpeZlyCMOTPEeHO 07100peHHBIM IPOTOKOIOM

OCYIIleCTB/IEHNS
tapmakoHa30pa;

nyHKThI 1.2.1, 1.3.1
ITpunoxenns Ne 11 K
IIpaBunam Hafsexalen
KJIMHWUYeCcKo! npakTuku EA3C
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K/IMHUYeCKOTr0 UCCeJOBaHus)?

3.34 | ObecrnieueHo m co0OLEHNE B nyHKThI 23, 25 Ilopszaka
PocszapaBHaf30p 0 cepbe3HbIX OCYILL[eCTBJIEHUS
HeTIpe/IBU/IeHHBIX HerKeslaTe/IbHbIX tapmakoHag3opa
peakLysX, 3a UCK/IIOUeHHeM peakLui, nyskTe! 1.2.1, 1.3.1
yKa3aHHbIX B CTPOKe 3.33 HaCTOSILLEero ITpunoxenus Ne 11 K
TIPOBEPOYHOr0 JIMCTa, B CPOK, He [IpaBunam Hajexalei
TipeBbILIAOIIMN 15 Ka/leHZapHbIX AHeN? K/IMHWYeckoi npakTuku EASC

3.35 | ObecrieueHo /i1 HaripaB/ieHue coobIiieHuit | myHKT 24 [opsaka
B Poc3apaeHazzop u HOK 06 vHoi OCYILeCTBJIeHUS
nH(pOopMaLuK 10 6e30MacHOCTH, KoTopasi | (hapMakoHa/30pa;

MOYKeT U3MEHATH OLIeHKY COOTHOIIEeHUs nysKT 1.5 [Tpunoxenns Ne 11
T0/1b3a-PUCK UCC/Ie/lyeMoro Ipenapara, B | K [IpaBuiam Hagsexkateit
CPOK, He TIpeBhIIIAOLMM 15 KaneHAapHbIX | KITMHUUYecKol npakTuku EASC
THeu?

3.36 | ObecrnieueHo v poBe/ieHNe MOHUTOPUHTA | TyHKT 34 [TpaBus Hazsexaren
KJIMHWYEeCKOI 0 UCC/IeJOBaHUS B K/IMHUYEeCKOH MPaKTHKU
COOTBETCTBUM C NMPOTOK0oM, COIllamy,

TpebOBaHUSIMU 3aKOHOZATEMbCTBA
Poccuiickoii ®ezieparyy 06 obpaiijeHun
JIEKapCTBEHHBIX CPe/ICTB?

3.37 | HasHaueHo 1 ¢u3nueckoe IuLIo, nyHKT 34 TIpaBus Hagexarrei
obsafjatoriiee HayUYHbIMH U (W/TN) KJIMHUUYEeCKOM MPaKTUK!
CrieliasbHbIMUA 3HAaHUAMU, [/

TIpOBe/leHUs] MOHUTOPUHTa KIMHUYeCKOT0
WCCJIeOBaHUsA?
3.38 | [IpoBesieHre MOHUTOPUHTA KTMHUYECKOTO UCC/Ie/[0BaHUsS 06ecrieurBaeT Jiu:

cobsmoerve COIT opranu3satopa
KJIMHWYEeCKOI 0 UCC/Ie;0BaHUS WU
TIPHB/IEYEHHOTO UM IOPHUANYECKOro JILia

nyHKT 34 TIpaBusn Hagiexarei
KJIMHUYEeCKOU MPaKTUKU

MIPOBEPKY HalWuus KBaMUprKary
YiCCriefjoBaTerIsl ¥ peCypcoB MeAULIMHCKON
OpraHu3aLUu, HeoOXOJUMBIX JI/isl
MIpOBe/IeHUs KIIMHUYeCKOro UCC/IeIOBaHuUs,
BK/I0Yast 1aboparopuy, obopyAoBaHue U
repcoHan?

MOJMYHKT «O» MyHKTa 36
IIpaBun Hagyexarei
K/IMHUYEeCKOH MTPaKTHKH
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KOHTDOJIb y4eTa, pacripeseneHus u
YCJIOBUI XpaHeHHs UCCTIelyeMbIX
rpernapaToB?

TIOJIITYHKT «B» TYHKTa 36
ITpaBun Hagyiexaren
K/IMHUYEeCKOH MPaKTHKH

KOHTDOJIb COOJIIOZIEHUSI UCCTIeZIOBATeIeEM
YTBEP>KJeHHOT0 MPOTOKOJIa U BCexX
HM3MeHeHUH K HeMy?

MOAIYHKT «I» MyHKTa 36
[TpaBun Hag/exaiuen
KJIMHUUYEeCKOU MPaKTUK!

KOHTDOJIb IO TBepsKAeHHs (akTa
TO/TyYeHws J0O0POBOIbHOTO TMCHbMEHHOT0
COrJIacUsi K&K/ 0ro y4aCTHHUKA
KJIMHAYEeCKOI'0 UCC/Iej0BaHuUA /10 Havyaja
ero y4acTus B KIMHUYeCKOM
WCC/IeJOBAaHUU?

MOAMYHKT «J» MMyHKTa 36
IIpaBun Hazyexarei
KJIMHWUYEeCKOM MPaKTUKU

Ha/lvyue y UcciiefioBaress TeKylei
pelaKLIiKU OPOIIIIOPhI, UHBIX JJOKYMEHTOB U
MaTepranoB, HeOOXOJUMBIX JJisi
TIpOBe/IeHUs KIIMHUUeCKOro
HCC/ieJOBaHUs?

MIOAITYHKT «e» ITyHKTa 36
[IpaBun Hagsexanen
K/IMHUYEeCKO} NPaKTUKU

JlOBeJleHue J10 1ccilefjoBaresiei
Heo0X0MOM A1 IpOBefieH s
K/IMHAYeCKOr'0 UCC/IeJOBaHUS
vH(popMaLu?

TIOATYHKT <«0K» MyHKTa 36
ITpaBun Hagsexaiei
K/IMHUYEeCKO} NPaKTUKU

NIPOBepKY COO/II0/ieHusT UCClefioBaTeneM
KpUTepreB 0TOOpa y4aCTHUKOB
K/IMHUYEeCKOro UCC/ie;0BaHus?

TIOAITYHKT «3» ITyHKTa 36
IIpaBun Hazexarei
K/IMHUYEeCKO} MPaKTUKU

MIPOBEPKY TMPAaBUILHOCTH, TIOJTHOTHI U
CPOKOB PETrUCTPaLUM JaHHbBIX
K/IMHUYECKOT0 UCC/IeJOBaHUsA?

TIOZIYHKTBI «H», «K» MYHKTa
36 ITpaBus HajIeXallei
KJIMHUYEeCKON TIPaKTHUKH

MPOBEPKY IOpsAAKa BeJeHUA JOKYMEHTOB
K/IMHUYeCKOoro I/ICCIIQ,ZLOBEIHI/IH?

TIOATIYHKT «W» MyHKTa 36
ITpaBun Hagsexaiei
K/IMHUYEeCKO# NPaKTUKU

coob11ieHNe UCCIe0BaTeNIO O JIHOBIX
JIOTYIIIeHHBIX B MH/UBHUYaIbHON
perycTpalyoHHON KapTe OLr0OKax,
MPOIyCKax ¥ Hepa300pUMBbIX 3aMHUCIX?

TIOAITYHKT «JI» ITyHKTa 36
TTpaBun Hag/exaitei
KJIMHUUEeCKON TIPaKTHUKH
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KOHTPOJIb 3a TeéM, UTOOBI UCTIPABIeHNS B
VHAVBUYaJTbHOU PervCTPALMOHHON KapTe
ObLM CeaHbl, JaTHUPOBaHbI, 00bACHEHBI
Y MOJMKCaHb] UcclefjoBaTesieM?

MOJIIYHKT «/I» IyHKTa 36
ITpaBun Hagyiexaren
K/IMHUYEeCKOH MPaKTHKH

Co00IIIeHKe CCIeI0BaTe o 00
OTKJIOHEHUsIX OT npoTokosa, COIT
opraHu3aTopa, TpeboBanuii [TpaBun
HaiyIeXXalled KIMHUYeCKOU TTPAaKTHKU U
3aKOHOZIaTeTbCTBa Poccutickoit
depeparyu 06 obpateHUn
JIeKapCTBEHHBIX CPe/ICTB?

MOAMYHKT «M» TTYHKTa 36
[IpaBun Hagexaiuen
KJIMHUUYEeCKON MPaKTHKU

TIPUHSTHE Mep TI0 YCTPaHEeHUIo U
HeJOMNYIIeHUI0 TOBTOPEeHUsI OTK/IOHEHUH
ot nporokosia, COIT opranusaropa,
TpeboBanwuii [TpaBusn Hazexaren
KJTMHUYEeCKOU TIPaKTHKHU U
3aKOHO/IaTe/IbCTBa Poccuiickoi
denepauuu 06 obpareHun
JIeKapCTBEHHBIX CPeZiCTB?

TIOAMYHKT «M» TTYHKTa 36
IIpaBun Hazexarei
K/IMHUYEeCKO} MPaKTUKU

3.39 |IlopTBepyxjeH v GaKT MpejCcTaBIeHNs nyHKT 37 TIpaBust Hagiexarrei
MUCbMEHHbBIX OTUETOB 110 MOHUTOPUHTY KJIMHUYEeCKOH MPaKTHK!
KJIMHUUYECKOT 0 UCC/Ie/0OBaHuUs
Ha3HaueHHbIM JIMLIOM B MIOPSAKE U CPOKH,
ycraHoB/enHble COII opranusaTtopa?

3.40 | CopeprkaHue OTYeTOB 110 MOHUTOPUHTY nyHKT 37 IIpaBui Hag/exarei
KJIMHUYECKOI'0 UCC/ie[0OBaHuUS KJIMHUYEeCKOH MPaKTUK!
COOTBETCTBYeT i1 TpeboBaHusM [IpaBun
Haziie)kallledl KITMHUYeCKOU MpaKTUKU?

3.41 | OcyulecTB/sieTCs M He3aBUCKMMas OT nyHKT 38 [IpaBui Hag/exarei

MOHHUTOPHHT'A OL[eHKA COOTBETCTBUS
TIPOBO/IMMOTr'0 K/IMHUYeCKOT0
vccnenoBanus nporokomny, COIT
OpraHu3aTopa, TpeboBaHUSIM
3aKOHOZATebCTBa Poccuiickoit
depepauyu 06 obpareHun
JIeKapCTBEHHBIX CPeZCTB (Zasee - ayAnuT
K/IMHUYEeCKOr 0 UCCile[J0BaHNs)?

KIMHAYECKOH TIPAKTUKKN
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3.42

5151 mpoBefieHNs ayiuTa KIMMHUYEeCKOT0
WICC/IeJOBaHYsI Ha3HAueHbI JIU
KBanM(ULMPOBAHHbBIE, HE3aBUCUMbIE OT
BCeX CyOBEKTOB KTMHUUECKOTO
WCC/IeJOBaHUs JIULA, UMeIOLIe OIbIT
TIpOBe/leHusI ayJUTOB?

nyHKT 38 [IpaBui Hagiexaren
KJTMHWUYEeCKOW TIPaKTHUKHU

3.43

OpraHu3aTopom KJIMHAYeCKOTo
WCCreJOBaHUs YTBEP>K/eH Jiv TUlaH U
00beM ayauTa KIMHAYeCKOTO
HCCIeOBaHuUs?

nyHKT 38 [IpaBui Hajexarei
K/IMHUYEeCKOH MPaKTHKH

3.44

Oo6ecrieueHo /i1 MTpeKpallieHue y4acTusi B
K/IMHUYeCKOM HCCie/IOBaHUMN
WccrieloBaTensi U MeIULIMHCKOM
OpraHu3alyy, B JesiTeJIbHOCTU KOTOPbIX
00HapY>KeHbI Cephe3HbIe U (HUITH)
TIOBTOPSIIOLIUECS CTyuau HecoOJTroieH st
YCTaHOBJ/IEHHBIX TPeOOBAHUH K
TPOBeJIeHUI0 KJTMHUUeCKOT 0
HCCIeOBaHuUsA?

nyHKT 39 IIpaBui Hag/exarei
K/IMHUYeCKOW TIPaKTUKU

3.45

O6ecrnieueHo /i1 BHECEHHE U3MEHEeHU B
TIPOTOKOJI KTMHUYECKOr0 UCC/Ie[l0BaHUS B
ciyyae 06Hapy>KeHUsl CEPbe3HBIX U (W/TH)
TIOBTOPSIFOLINXCS C/Iy4yaeB HeCcOO/II0/jeHHs
yCTaHOBJ/IEHHBIX TpeOoBaHUH K
MIPOBe/IeHUI0 KJIMHUYeCKOro
HCC/ieJOBaHuUs?

nyHKT 39 TIpaBus Hajiexarrei
K/IMHUYEeCKOH MPaKTHKH

3.46

O6ecnieueHa i BO3MOKHOCTB TPHUHSTHS
pelleHust O IPUOCTaHOB/IEHUH WITN
TipeKpaleHny KITMHUYeCKOro
WCC/IeJOBaHMS JIeKapCTBEHHOTO TIperiapara
J/15 MeIULUHCKOr 0 [IPUMEHEeHUs B CIyvae
BO3HMKHOBEHUS ONACHOCTH /IJIS1 )KU3HH,
3/]0pOBb MNallieHTa (MalyeHToB),
yuyacTBytouiero (y4acTBYIOILUX) B
K/IMHUYEeCKOM HCC/le/0BaHUN?

yacTs 6 cratbu 40 61-P3

3.47

ITrceMeHHOE COOOIIIeHHe O 3aBepIleHNH,
MPUOCTAHOB/IEHUH WX TIPEKPALLeHHH
K/IMHUYECKOTO UCC/Ie[0BAHMS HarpaB/ieHo

vactu 6, 7 ctateu 40 61-D3;
nyHKT 40 IIpaBui Hag/exarei
K/IMHUYeCKOW TIPaKTUKU
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i B MuH3gpas Poccum B CpoK, He
MIPEeBbIMIAIOIUH NATH pabounx Hel co
[IHSI 3aBepILeHust?

3.48 | Ilpu npoBe/jeHNU MHOTOLIEHTPOBBIX KJIMHUUECKUX UCCIIe/JOBaHU 00eCTieueHo Ju:
NpoBeJieHre KIMHUYeCKoro ucciaefoBanus | IlognyHKT «a» nyHkTa 41
BCEMHU MeJULMHCKUMU opraHusaiysMu B | [IpaBus Hagsexkaieit
CTPOTOM COOTBETCTBHH C ITPOTOKOJIOM K/IMHUYEeCKOH MTPaKTHKH
K/IMHUYEeCKOT0 UCC/IeJOBaHUs?
pa3paboTKa UHIUBU/YaTbHBIX IMoanyHKT «6» myHkTa 41
perucTpalvioHHbIX KapT, TT03BOJISIOLUX [paBun Hagsexkaiei
cobpath Tpebyemble JaHHbBIE U3 BCEX K/IMHUYECKOH MPAaKTUKH
MeJULIMHCKUX OpraHu3aL{ii?
JOKyMeHTa/IbHOe 3aKperjieHue rpaB U ITopnyHKT «B» MyHKTa 41
00s13aHHOCTeN MeULIMHCKUX opraHu3aimii | [TpaBus Hazexkailei
Y UCCefjoBaTesnei? KJIMHUUYEeCKOM MPaKTUK!
rpejioCTaB/ieHre MeULIMHCKUM IToanyHKT «B» MyHKTa 41
OpraHu3aLsM U UCC/Ie0BaTesIM [TpaBun Hapexarei
npotokosna, COIT opranusaTopa, KJIMHUYEeCKON TIPaKTHUKHU
VHCTPYKLIMH 10 3aTI0/THEHUIO
VH/IVBU/ya/lbHBIX PErUCTPALIMOHHBIX KapT
Jl0 Havajia K/IMHUUEeCKOro UCC/e0BaHus?

3.49 |IlopTBepykjeH v GaKT npejcTaBneHuss B | MyHKTHI 9, 61 [IpaBun

TpexXMeCsTUHbIN CPOK OTUeTa O pe3y/bTaTax
KJIMHUYeCKOTro UccejoBaHusi B MUH3paB
Poccun?

Hajjiealleld KIMHUYeCKon
MPaKTUKU
yacTb 11 cratbu 40 61-P3

4. Opranusanus paboTel UCCIe0BaTeNs

4.1

PykoBojuTe/IeM MeJULIMHCKOM OpraHu3al[uu 00ecrieueHo Jiu:

HasHaueH’e OTBETCTBEHHOIO
WCC/Ie[IOBaTe s, UMEIOILEro ieueOHy 0
CIelaabHOCTb, COOTBETCTBYIOLIYIO
MPOBOAUMOMY KITMHAYECKOMY
WCC/Ie[IOBAHMUIO, CO CTaXKeM paboThI 10
rporpaMMaM KJIMHUYeCKUX MCC/ieJ0OBaHUM
He MeHee ueM TpH roga?

yacTe 1 cratbu 40 61-D3;
nyHKT 42 TIpaBus Hagexarrei
KJIMHUUEeCKON TIPaKTHUKH
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2) Ha3HaueHUe COWCC/efjoBaTenel us
YKCsia Bpauel 3ToW MeJUIIMHCKON
opraHusanuu?

yacTe 1 cratbu 40 61-P3;
nyHKT 42 TIpaBus Hajiexarrei
K/IMHUYEeCKOH MPaKTHKH

co00l1jeHre B YITOJHOMOUEHHbBIN
(hemepasbHBINA Oprad UCTIOTHUTETEHOU
BJIaCTH, BbIJABILWH pa3pelleHne Ha
TIpoBejleHre KIMHUUeCKOTo UCC/ieioBaHusl,
0 Hayaje KJIMHUUYEeCKOTr0 UCC/Ie/0OBaHuUs, B
CPOK, He TIPEBBILIAOIINI Tpex pabounx
JHel co AHs Hauasa MpoBe/ieHus TaKoro
WccnefoBaHus?

yactb 3.1 cratbu 40 61-D3

MPUHATHE PElIeHW O ITPUOCTaHOB/I€HNN
K/IIMHUYeCKOro nuccjaeq0BaHus
JIeKapCTBEHHOTO TperapaTa Ha 0a3e
yupeXxJeHus, B c/iydae BOSHUKHOBEHUSA
OIMaCHOCTHU [JiA XKM3HU, 3J0POBbs
MaleHTa, y4aCTBYHOLEro B KIMHUY€CKOM
WCCJIeJOBaHUN?

yacTb 6 ctaTbu 40 61-D3;
nyHKT 58 [IpaBun Hagnexarei
KJIMHUYEeCKON TPaKTUKH

4.2 | ObecrieueHo U NOATBEPKAEHO T 03HAKOMJIEHHe UCCIIe[JOBaTesIsl U COMCC/IefioBaTesiei:
C pe3y/bTaTaMy JOKJIMHUYECKOIO yacTtb 3 cratby 40 61-D3;
Wcce0BaHUs UCC/IelyeMoro nyHKT 43 TIpaBus Hagexarrei
JIeKapCTBEHHOTO TIperapaTa, akTyaJbHOW | KTIMHWYeCKOW MPaKTUKU
Bepcrel OpoLIIOpLI UcCie/joBaTesIsA?

MPOTOKOJIOM KJIMHUYECKOr0 UCC/IeloBaHus | yacThb 3 ctaThu 40 61-D3;
JIeKapCTBEHHOI 0 Npernapara? nyHKT 43 IlpaBun Hagexarei
KJTMHUYEeCKON TIPaKTHUKH
JOKyMeHTaMH U JaHHbIMU, UMEIOLLUMU yacTtb 3 cratbu 40 61-D3;
OTHOIIIEHHe K TIPOBeJIeHHI0 KJIMHUYecKoro | MyHKT 43 TIpaBuit Hagiexareit
WCCIIelOBaHUS? KJIMHUYEeCKOU MPaKTUKU
4.3 | Ocy1ecTB/eH M 0TOOD MALUEHTOB - yacTb 2 cratby 40 61-D3;

Y4YaCTHUKOB K/IMHUYECKOI'0 Uccjie10BaHus,
KOTOPpbI€ 110 MeJULIMHCKHUM IT0OKd3aHUAM
MOTyT OBITE TMpUBJIEYEHBI K YYaCTHUIO B
K/IMHUYEeCKOM HCC/1eJ0BaHNN
JIEKAPCTBEHHOT' O HpenapaTa?

MyHKT 44 TIpaBus Hagexarrei
K/IMHUYeCKOH MPaKTHUKH
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4.4 | ObecrieueHo /I OKa3aHHe MeJULIMHCKOM yacTh 2 crathu 98 323-03;
TOMOLLM YYaCTHUKAM KJIMHAYECKOTO yacTtb 2 cratbu 40 61-D3;
HCCJIeJ0BaHus JIeKApCTBEHHOI'0 NyHKT 44 [IpaBui Hajiexaren
rpernapara? K/IMHUYeCKOW TIPaKTUKU

4.5 |HWccnenosaresns pacrosaraetT v NYHKT 46 [IpaBui Hagiexarei
pecypcamu, HeOOXOAUMBIMU JJIsT KJIMHUUYEeCKOU MPaKTUK!
TIpOBe/IeHUs KIIMHUUeCKOro UCC/leloBaHuUs,

BKJ/TIOUasi jaboparopuu, 060pyAoBaHue U
repcoHan?

4.6 | ObecrieueHo M yBeJOMJIEHHE JIeuariyuxX NyHKT 47 IIpaBui Hajexarei
Bpavell y4aCTHUKOB K/IMHUUECKOTO K/IMHUYEeCKO# NPaKTUKU
WCCeJ0BaHUs 00 yyacTHM TIOC/Ie[HUX B
KJIMHAYEeCKOM UCC/Ie;OBAHUU?

4.7 | ObecnieueHo i cobmoeHNe TPOTOKO/IA NyHKTHI 3, 7, 48, 50 I1paBun
KJIMHUYEeCKOI 0 UCC/Ie[OBaHUSA? Ha/jie)xallleil KIIMHN4ecKon

TIPaKTUKU

4.8 | Bce OTK/I0HEHUS OT IIPOTOKOJIA NyHKT 48 IIpaBui Hajexarei
K/IMHUYEeCKOT0 UCC/iejoBaHUsI 0OPMJIEHBI | KTMHUUECKOH MPAaKTHKH
JIX UCC/IefloBaTesieM [JOKYMeHTalbHO?

4.9 | ObecrieueHo 1 HaMpaBeHHe NyHKT 48 [IpaBui Hagexaren
OpraHu3aTopy KJIMHUYeCKOro K/IMHUYeCKO# NPaKTUKU
WCCIleloBaHUS COTJIaCOBaHUS BCeX
OTK/IOHEHUH OT MPOTOKOJ/1a KJMHUUECKOTO
HCC/ieJOBaHuUs?

4.10 | Viccneposarens npouHgopmuporai i1 HOK o:

OTKJIOHEHUSIX OT IMPOTOKOJIA WIH
W3MEHEeHHUSX MTPOTOKOJ/1a KIMHUYECKOTO
HUCCaeAoBaHUs?

MYHKT 48, NOJIYHKT «a»
nyHkTa 49 IIpaBun
Hajjieallel KIMHUYeCKon
MIPaKTUKU

BCeX M3MeHeHUsIX, HeIlOCpe,CTBeHHO
B/IMSIIOIIMX Ha NIPOBeZleHNe K/MHUUEeCKOro
WCCrleloBaHUS U (MH) YBeTUUYUBAOLIX
PHUCK MPU yYaCTUH B KIIMHUYECKOM
HcciejoBaHun?

MOAMYHKT «0» TyHKTa 49
IpaBun Hagsexxaiei
KJIMHUUYEeCKOM MPaKTUK!
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BCeX He)KeslaTeJbHbIX peakLisax Ha
WCCIieyeMbli JieKapCTBeHHBIN TIpernapar,
KOTOpBIE SIBJISIFOTCST O{HOBPEMEHHO
Cepre3HbIMU M HellpeABUIeHHBIMU?

TIOATYHKT «B» ITyHKTa 49
ITpaBun Hagyiexaren
K/IMHUYEeCKOH MPaKTHKH

HOBBIX IaHHBIX, KOTOPbIE MOT'yT
CBU1ETe/IbCTBOBATH O BO3PACTAHUU PHCKA
AJ1 YUaCTHHUKOB K/JIMHUUECKOTr'o
ncciaeg0BaHvs Uik MOTYT
HE6J'IaI‘OI'IpI/IHTHO TMOBJ/IMATDb Ha X0/,
K/IMHUYeCKOoro I/ICCIIE,ZLOBBHI/IH?

TIOATYHKT «I» MyHKTa 49
[IpaBun Hagexaiuen
KJIMHUUYEeCKON MPaKTHKU

4.11 | ObecrieueHo /1 MPUMEHEHHE nyHKTh! 3, 50 [IpaBun
y4aCTHHKaMH KIMHUYeCKOro HafiieXxallleil KIMHUYeCcKou
WCCIIeJoBaHUs UCCIIelyeMbIX TIPaKTHUKU
JIeKapCTBEHHBIX TperiapaToB B
COOTBETCTBUM C IPOTOKOJIOM?

4.12 | ObecrieueHo i CObBIOIEHHE nyHKT 50 IIpaBui Hagexarei
TpeJyCMOTPEeHHOU TIPOTOKOJ/IOM METOIMKU | KITMHUUECKOW TIPaKTHKH
paHzioMU3aLuu?

4.13 | PackpeiTHe /i1 paHj0OMH3al[MOHHOr0 Kofla | myHKT 50 [IpaBun Hagsexkareit
OCYILIeCTBJISIETCS /I TOJIBKO B KJIMHUYEeCKON TIPaKTUKH
COOTBETCTBUM C TIPOTOKOJIOM?

4.14 | Coo0r111eHo /i1 TIpeXxjeBpeMeHHOe nyHKT 50 IIpaBun Hagexarei
PaCKpHBITHE KOZla UCC/IelyeMbIX KJIMHUYEeCKOMN TIPaKTHUKH
JIeKapCTBEHHBIX TIpeflapaToB OpraHu3aTopy
K/IMHUYeCKOTr0 UCCeJOBaHUs?

4.15 | ObecrieueH 1 3a/J0KyMeHTUPOBAH JIM YUYeT UCCJIe[yeMbIX JIeKapCTBEHHBIX MPerapaToB U (M/I1) MpenapaToB CpaBHEHUsI TOCPe/ICTBOM BeZleHUsI yueTa Ux:

MOCTYIIeHUsI?

nyHKT 51 IIpaBui Hagexarei
K/IMHUYEeCKOH MPaKTHKH

(haKTHUeCKOTo HaTMuust?

nyHKT 51 IIpaBun Hagexarei
K/IMHUYEeCKOH MTPaKTHKH

KOJIMYeCTBA UCTIO/Tb30BaHUS KaXKIbIM
YYaCTHUKOM KJIMHUUECKOT O
HUCCaeA0oBaHUs?

nyHKT 51 IIpaBuin Hagexamei
KJTMHUYEeCKOW TIPaKTHUKH
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YHUUTOXKEeHUs?

nyHKT 51 IIpaBui Hagexamei
KJTMHWUYEeCKOW TIPaKTHUKHU

BO3BpaTa OpPraHU3aTopy KJIMHUUECKOTro
HCC/ieJOBaHUs?

nyHKT 51 TIpaBusn Hagexarei
K/IMHUYeCKOH MPaKTHUKH

4.16

O6ecnieueHo /i1 BeZleHHe 3ariceii 1o
yUeTy UCCiIeZyeMbIX JIeKapCTBeHHBIX
TiperapaToB U (W/IK) TperiapaToB
CpaBHEHHS B COOTBETCTBUH C
TpeboBanusamu [IpaBui Hayexare
K/IMHUYEeCKOH ITPaKTHKH?

nyHKT 51 IIpaBun Hagnexarei
K/IMHUYeCKOM MPaKTUKH

4.17

ObecrieueHo /11 BeIeHUe 3aIliCeH,
MOATBeP>KAA0LLUX, YTO yUaCTHUKU
K/IMHUYECKOT0 UCC/Ie[OBaHMsI TI0/TyYaTid
nucciaengyeMblie J1IeKapCTBEHHBIE TTPerapaThbl
¥ (WK) Tipenaparthbl CpaBHEHUs B [103aX U
KOJIMYECTBAX, MPeyCMOTPEHHBIX
TMPOTOKOJIOM K/IMHUYECKOI'0O
HCC/ieJOBaHuUs?

nyHKT 51 IIpaBun Hagexamei
KJTMHUYEeCKOW TIPaKTHUKH

4.18

Y4acTHUK KIMHUYECKOTO Hcc/iaeg0BaHus (l'IaL[I/IEHT) WJIH €0 3aKOHHBIN rnpeAcTaBUTe b I/IH(bOpMI/IpyETCH JIK UC

cjefoBaTesieM O CjieJyrolieM:

K/IMHUYeCKOe UCC/Ie/J0BaHHe HOCUT
9KCIePUMEeHTaTbHBIA XapakTep?

MIOAIYHKT «a» ITyHKTa 52
IpaBun Hagsexxaiei
KJIMHUUYEeCKOM MPaKTUK!

ydacCTre B KIMHU4Ye€CKOM UCC/1e1I0BaHUN
ABJIAETCA AO6POBOJ’[LHLIM?

yacTh 1 ctaTbu 43 61-D3;
TIOAIYHKT «a» ITyHKTa 52
IpaBun Hagsexaiei
K/IMHUYeCKO} NPaKTUKU

Cyll|ecTByeT BO3MOXXHOCTb 0TKa3aThCsl OT
y4acTusi B KIMHUUECKOM MCC/IeZIOBaHUU Ha
JF000M CTaIuu MPOBe/IeHHs TAaKOTO
HCC/IeOBaHuUs?

yacTh 4 ctaTbu 43 61-D3;
TIOAITYHKT «a» ITyHKTa 52
ITpaBun Hagsexaiei
K/IMHUYEeCKO# NPaKTUKU

Le/in KIMHU4YeCKOoTro I/ICC]'IEAOBEIHI/IH?

NyHKT 4 yacty 2 craTeu 43 61-
D3;

MOJMYHKT «O» MyHKTa 52
ITpaBun Hagsexaiei
KJTMHUYEeCKOW TIPaKTHUKH
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MPOJOJ/DKUTETbHOCTH KJIMHUYECKOT0
uccnefoBaHus?

MYHKT 4 yacTu 2 cTtatbu 43 61-
D3;

MOATMYHKT «0» myHKTa 52
[IpaBun Hagsexanen
K/IMHUYEeCKO} NPaKTUKU

NpUOTU3UTETEHOM KOJTMYECTBe
Y4aCTHUKOB?

MOAMYHKT «0» TyHKTa 52
[IpaBun Hagsexarei
K/IMHUYECKOH MPaKTHUKU

BapHaHTax JIeueHHs B [poLiecce
KJIMHAYeCKOI 0 UCCIe[J0BaHuUs U
BEPOSITHOCTU CJTy4alfHOTO pacrpe/ie/eHust
B OJJHY U3 TPYIII JIeUeHUs ?

IyHKT 3 yactu 2 craTeu 43 61-
D3;

TIOAIYHKT «B» ITyHKTa 52
TTpaBun Hag/exaitei
KJIMHUYEeCKON TIPaKTHUKH

npoLieiypax KIMHUUECKOTO UCCIeI0BaHuUs,
BKJTHOUasi BCE MHBA3WBHbIE MPOLeyPhI?

TIOATYHKT «I» MyHKTa 52
IpaBun Hagsexaiei
K/IMHUYeCKO# NPaKTUKU

00513aHHOCTSIX YUaCTHUKA KITMHUYECKOTO
HUCCaeA0oBaHUs?

NyHKT 5 yactu 2 craTeu 43 61-
D3;

TIOJTIYHKT «Z» TIYHKTa 52
IpaBun Hagsexxaiei
KJIMHUYEeCKON TIPaKTHUKHU

0’KUZIaeMbIX pUCKax U (W/IK) MoJIb3e [/
yuyacTHHMKa KIMHUYEeCKOro UCCIefloBaHus,
B TOM UHCJIe Jyisl SMOPHOHA, IUI0fa Wir
TpyZHOTOo pebeHKa?

IyHKT 2 yacTu 2 craTeu 43 61-
D3;

TIOAIYHKT «€e» IMyHKTa 52
ITpaBun Hagyiexaren
KJTMHUYEeCKON TIPaKTHUKH

WHBIX, [IOMUMO I1pelyCMOTPEHHbIX
MIPOTOKOJIOM, TpoLieflypax Wiu MeTofax
JiedeHws1, KOTOPbIe MOTYT OBbITh JOCTYITHBI
YYaCTHUKY KIMHUYECKOT0 UCCIe0BaHuUs?

MYyHKT 2 yacTy 2 craTeu 43 61-
D3;

TIO/ITTYHKT «K» TTYHKTa 52
ITpaBun Hagyiexaren
K/IMHUYEeCKOH MPaKTHKH

KOMITeHCAIUH U (W/IN) JIeUeHUH,
JTOCTYTTHOM YUaCTHUKY KJIMHHUUECKOTO
WCCIIeIOBaHYS B CJTyUae IPUUNHEHHUs
Bpe/ia €ro 3/J0POBBIO B pe3y/IbTaTe yYaCTHsI
B KJIMHUYECKOM HCCJIe[JOBAHUU?

NyHKT 6 yactu 2 craTteu 43 61-
D3;

MOJITYHKT «3» IMyHKTa 52
TTpaBun Hag/exaitei
K/IMHUYEeCKOH MPaKTHKH
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M/IAHUPYEMBIX BBIN/IaTaX yUYaCTHUKY
K/IMHUYEeCKOT0 NCC/IeJOBaHMUs 3a ero
ydacTye B KJTMHUYeCKOM HUCC/IelOBaHUU?

TIO/IITYHKT «M» TYHKTa 52
ITpaBun Hagyiexaren
K/IMHUYEeCKOH MPaKTHKH

IJIaHUPyeMbIX pacxo/iax yuyaCTHHUKA
KJIMHUYECKOT 0 UCC/Ie/I0BaHUs, CBA3aHHBIX
C €ro yyaCTueM B KJIMHUYeCKOM
HCCIeJOBaHUN?

MOAIYHKT «K» MyHKTa 52
[TpaBun Hag/exaiuen
KJIMHUUYEeCKOU MPaKTUK!

0 TOM, 4TO IoAIMMCaHue
MH(OPMALIMOHHOTO JIMCTKA TMaleHTa co
CTOPOHBI YYaCTHHUKA KTHHUYECKOTr 0
HCCrieJOBaHUS WK ero 3aKOHHOTO
Tipe/iCTaBUTe/Isl, JaeT pa3pellieHre Ha
JOCTYII JIULY, HA3HAaUeHHOMY [JIs
TIpOBe/iIeHUs] MOHUTOPUHTA, ayIUTOPOB,
He3aBHUCHUMBIX STHUEeCKUX KOMHUTETOB,
YIIO/THOMOYE€HHBIX OPraHoOB K
MeIUIUHCKUM 3alliuCAM YUYdCTHHUKA
K/IMHAYECKOT 0 UCCIeJOBaHUS?

TIOAIYHKT «/I» MyHKTa 52
[TpaBun Hag/exaien
K/IMHUYEeCKOH MTPaKTHKH

0 TOM, UTO 3aITHCH, UAECHTUPULIUPYIOIIe
YJaCcTHUKA KIMHUYECKOTO UCC/Ie/JOBaHuS,
XPaHATCA B TaliHe, PACKPBITHE UX
JIOITyCKaeTCsI B COOTBETCTBUU C
3aKOHO/IaTe/IbcTBOM Poccuiickoit
®denepatun?

MYHKT 7 4acTH 2 cTtaTbhu 43 61-
d3;

TOAIYHKT «M» MyHKTa 52
[IpaBun Hagsexanen
K/IMHUYEeCKO} MPaKTUKU

YCJIOBUSIX 03HAKOMJIEHHUSI C HOBOM
vH(opMaLeid, CriocoOOHOM MOBUATh Ha
JKeJlaHUe MIPOJI0/KaTh yyacTue B
K/IMHUYEeCKOM UCC/Ie/0BaHUN?

TIOAIYHKT «H» MYHKTa 52
[IpaBun Hagsexanen
K/IMHUYEeCKO} MPaKTUKU

JIMLIaX, K KOTOPbIM MO>KHO 00paTUTLCS 15t
TIO/TyYeHHUsI JOTIOTHUTETBHOMN
MH(OPMALIMKU 0 KIMHUYECKOM
WCC/Ie[JOBaHUY, Y TTPaBax yYaCTHUKOB
K/IMHUYECKOT0 UCC/Ie/JOBAHUsA?

TIOJITYHKT «0» IyHKTa 52
TTpaBun Hag/exaitei
KJIMHUYEeCKOMN TIPaKTHUKH

0 BO3MOXKHBIX 00CTOSATENTBCTBAX U (U/TH)
TMPpHUYMHAX, IO KOTOPBIM y4aCTHe JIvlld B
K/IIMHUYeCKOM HCC/IeJOBaHNU MOXXeT OBITD
rpekpareHo?

TIOJITYHKT «I1» IIyHKTa 52
IIpaBun Hagyexarei
KJIMHUUEeCKON TIPaKTHUKH
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000 BCeX M3MEHEHMSIX B JIOKYMEHTaX U
JIaHHBIX KJIMHUYECKOT0 UCC/ie[JOBaHus,
KacaroL[MXCsl ero y4acTUsl B KIIMHAYECKOM
HUCCeJOBaHUM?

nyHKT 55 [IpaBui Hagexaren
KJTMHWUYEeCKOW TIPaKTHUKHU

4.19

3advkcrpoBaH /i (PaKT TIpefoCTaBIeHUS
YYaCTHUKY KJIMHUUECKOT0 UCC/IeJOBaHUS U
(1) ero 3aKOHHOMY MpeZCTaBUTETIO
BpPEMEHHU JI/1s1 TIPUHATHUS pelleHus 00
yuacTUX WM OTKase OT y4acTus B
KJIMHUYEeCKOM UCC/Ie[JOBaHUU T1epe],
TroJryueHreM UH(OPMUPOBAHHOTO
cornacus?

NyHKT 54 [IpaBui Hajexaren
KJIMHUUYEeCKOU MPaKTUK!

4.20

ObecrieueHo /i1 MpeAoCcTaBieHne
YYaCTHUKY KJIMHAUECKOTO UCC/Ie0BaHUS 1
(v1v) ero 3aKOHHOMY TIPEeJICTABUTETIO
TO/TIMCAHHOTO U JATHPOBAHHOTO
9K3eMI/Isipa HHGOPMALIMOHHOTO JIUCTKA
Tal[eHTa repe]] BKIIOUEHHEM ero B
K/ITMHUYeCKOe MCC/Iel0BaHue?

nyHKT 55 [IpaBus Hagnexarei
K/IMHUYeCKOM MPaKTUKH

4.21

ObecrieueHo /1 MOAIKMCAHUE
MH(OPMHPOBAHHOTO JIMCTKA MAal[eHTa
Ka&XK/[bIM yUaCTHUKOM K/IMHHUUECKOT0
WCC/eJ0BaHuUs1 MO0 ero 3aKOHHBIM
TIpe/ICTaBUTE/IEM /10 Hauasla MpOBeJieHuUsT
TaKOT'0 UCC/Ie/IOBaHUS?

yacThb 3 cTaTbH 43 61-D3;
NyHKTEI 4, 55 [IpaBun
Hajjiealleld KIMHU4YeCKon
TIPaKTHUKU

4.22

B ciiyyae yyacTysi B KauecTBe TaL{MEHTOB
JeTeli obecrieueHo /1 MoMyyeHe
MMCbMEHHOT'O COTJIacHsl UX
popuTeneil/ycblHOBUTENEH?

yacTh 5 ctaThu 43 61-D3;
yacTh 2 ctatbu 20 323-P3

4.23

Y4yacTHUKaMU KJTMHUYECKOI'0
HCCrieJOBaHUS He sSIBJIIOTCS JIU MalleHThI,
OTHOCSIIINECS K KaTeropusiM I'pakJjaH,
0003HaueHHBIM YacThI0 6 craTthu 43 61-
®3?

yacTb 6 crtatbu 43 61-P3

4.24

OpraHu3aTopy KJIMHHYECKOTO
HCCIIeIoBaHMst CO00ITaeTcst iu 000 Bcex
Cephe3HbIX HEeXKeMaTe/IbHbIX PeakiUsx, 3a

nyHKT 56 IIpaBus Hagexarei
K/IMHUYeCKOM MPaKTUKH
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HCK/TFOUEHNEM TeX, KOTOpbIe B IIPOTOKOJIE
WM B OPOLLIOpe OIpe/ie/eHbl KaK He
Tpebyoliie HeMe/[JIEHHOTO COOOIIeH s B
YCTaHOBJIEHHbIE TIPOTOKOJIOM CPOKH?

4.25

ObecrieueHo /1 TIpeJjOCTaB/IeHHe
OpraHy3aTopy KIMHUYeCKOro
Hccie/i0BaHus MOAPOOHOT0 NHCHMEHHOT0
OTYeTa O Cepbe3HbIX HeXXeraTelbHbIX
peaxkLusx?

NyHKT 56 [IpaBui Hagexaren
KJIMHUUYEeCKOU MPaKTUK!

4.26

O6ecrnieyeHo /i1 TpeJjoCTaB/IeHHe TI0
3anpocy OpraHu3aropa KIMHUYeCcKOro
uccnenosanus, HOK, Munucrepcrsa u
(vmm) Poc3apaBHa30pa 1060k
JIOTIOJTHUTETbHOM nHbOopMaLun
OTHOCHUTEJIBHO C/Tyuasi CMepTH y4aCTHHKA
K/IMHUYEeCKOT0 UCC/IeJOBaHUs1, B TOM UHC/Ie
MPOTOKOJIA BCKPBITHSI ¥ TIOCMEPTHOTO
3MUKpU3a?

NyHKT 57 [IpaBui Hagexaren
K/IMHUYeCKOM MPaKTUKU

4.27

O6ecnieueHo i1 HTHGOPMHUPOBAHHE
PYKOBOJUTeSI MeJULIMHCKOM OpraHu3aliin
Y OpraHu3aropa KJIMHHUUEeCKOTO0
WCC/IeJOBaHMS B CTyuae BO3HUKHOBEHHUS
OMAaCHOCTH JJIs1 )KU3HH, 3[|0POBbsI
yuyacTHHMKa KIMHUUYEeCKOro UCCIefloBaHus,
B TeueHHe 24 yacos?

yacTs 6 cratem 40 61-D3;
nyHKT 58 TIpaBus Hagexarrei
K/IMHUYEeCKOH MPaKTHKH

4.28

B cityyae 10cpouHOro npekparieHus
K/IMHUYECKOT0 UCC/IeJOBAHUs WU €T0
TIPHUOCTAHOB/IeHUsI 00ecrieueHo Jiu
He3aMe/I/INTe/IbHOe NHPOPMHUPOBaHHEe
rccnemoBaTesieM U (UM) MeUITUHCKOM
OpraHu3aliel yYaCTHUKOB KTMHIUYECKOTO
WICCTIeJOBaHMSs, ITpefoCcTaB/ieHre UM
HeoOX0AMMOro Hab/F/IeHUs U JIeUeHUs?

nyHKT 58 [IpaBui Hag/exaren
K/IMHUYeCKOM MPaKTUKH

4.29

B cityyae focpouHOro rnpekparieHus
KJIMHUYEeCKOT 0 UCC/Ie[J0OBaHUS WU ero
MIPHOCTAHOBIIEHNsT 00ecieueHo JIi
He3aMe/l/IuTe/IbHOe HH(POPMHUpPOBaHNe
vccrefioBaTesieM U (M) MeSULIMHCKOU

nyHKT 58 IIpaBus Hagexarrei
K/IMHUYEeCKOH MTPaKTHKH
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opraHu3anueit opranusaropa u HOK c
Mpe/IoCTaB/IeHUeM MoJpOOHOTO
MUCbMEHHOTO 00bACHEHNS TPUUUH
TIPHUOCTAHOB/IEHHS] UK TIPeKpalljeH st
K/IMHUYEeCKOT0 UCC/IeJOBaHuUs?

4.30 | ObecrieueHo /M MOTHOE U JOCTOBEPHOE nyHKT 59 [IpaBuin Hagiexaren
Be/leHre Bcex 0e3 UCKITIOUeHHs KJIMHUUYEeCKON MPaKTHKU
JIOKYMEHTOB K/TMHUYECKOTO
HCC/ieJOBaHuUs?

4.31 | ObecrieueHo M XpaHeHHe OKYMEHTOB nyHKT 60 ITpaBun Hagnexaren
K/IMHUYEeCKOr 0 UCC/ieJOBaHUsA? K/IMHUYEeCKO# NPaKTUKU

4.32 | UccnenoBaress pouH(pOPMHUPOBA 11 nyHKT 61 TIpaBu Hagexarrei
PYKOBOJUTE/IS] MeAULIMHCKOM OpraHu3aliy | KIMHUUEeCKON IPaKTUKU
0 3aBeplLlIeHNH KIMHUYECKOTO
HCCIeJOBaHuUs?

4.33 | iccnepoBaresns NpefCTaBUI I nyHKT 61 ITpaBun Hagnexamen
opraHu3aTtopy uccienoBanus 1 HOK K/IMHUYeCKOW TIPaKTUKU
TMOJTOTOBJIEHHBIN UM B COOTBETCTBUHU C
nyHKToM 9 TIpaBun Hagiexarei
K/IMHUYEeCKO} NPaKTHUKU OTYEeT O
3aBepIIeHNH KIMHUYEeCKOTo
HCC/ieJOBaHUs?

4.34 | ObecrieueHo /v MPOBe/ieHne yacTtb 1 cratbu 38, yacts 12

K/IMHUYEeCKOT'0 NCC/Ie/JOBaHUS
JIEKapCTBEHHOTO Tperiapara B
cooTBeTcTBUM C [IpaBuiamu HazieXKarei
KJIMHUUYeCKOU TPAKTUKU U Tpe60BaHI/IHMI/I
3aKOHO/IaTe/IbCTBa Poccuiickoi
Denepalu B chepe obpalieHus
JIeKapCTBEHHBIX CPefICTB?

cratbi 40 61-D3; nyHKT 45
ITpaBun Hagyiexaren
KJTMHUYEeCKON TIPaKTHUKH

4. By KOHTPOBHOTO (HAaZ30PHOT0) MEpPOMPUSITHS:

5. [laTa 3ario/iHeHUst TIPOBEPOYHOTO JIUCTA:
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6. OOBEeKT TOCyZapCTBEHHOTO KOHTPO/sS (HazA30pa), B OTHOLIEHWM KOTOPOTO TPOBOJAWTCS KOHTPOJIbHOe (Ha30pHOE)
MEpOTIPUSITHE:

7. ~ ®amunusi, UMs WU OTUYeCTBO (MPU HaJIUUUM) TpaKJaHWHA WM HWHWBUAYA/JbHOrO TIpeAripUHUMATe/isl, ero
WJeHTU(UKALIMOHHbI HOMEp Hajororviatejbliuka W (WId) OCHOBHOW TOCY[ApCTBEHHbIM PEruCTpaldOHHBIA  HOMep
VHJVBUYa/JIbHOTO TIpeJNpUHUMATe/s, aJpec perucTpauvd TpaKJaHWHAa WIA WHAWUBUAYAJBHOTO TMpeArpuHUMAaTers,
HavMeHOBaHWe OPUANYECKOTO JWlla, ero W/AeHTU(DHKAI[MOHHBIM HOMep HaJjioromnyiaTeabliMka W (WIKM) OCHOBHOU
rOCy/JapCTBeHHbIN PerUCTPAiMOHHBIA HOMep,  aJipec IOPUANUECKOTo Jiuija (ero ¢puivanos, MpeACcTaBUTeTbCTB, 000C00IeHHbIX
CTPYKTYPHBIX TTOZpa3zeeHun), IB/SIONXCSI KOHTPOJIUPYEMbIMU JIULIAMU:

8. Mecto (MecTa) mpoBeieHHWs KOHTPOJIbHOTO (Ha/30pPHOT0) MePONpUSITUS C 3allOJTHeHWeM IPOBEPOUYHOro JIMCTa:

9.  PekBU3UTHI pelleHusi  KOHTPOJILHOTO (HaZ30pPHOT0) OpraHa O MpOBEIeHUH KOHTPOJBHOTO (HaA30pHOrO0)
MEepOMNpUsITHs, TOAMUCAHHOTO  YIOJHOMOYEHHBbIM  [IO/DKHOCTHBIM  JIULIOM  KOHTPOJBHOrO  (HaJ30pHOr0)  OpraHa:

10. YueTHbIli HOMep KOHTPOJILHOTO (Ha/[30pHOI'0) MEPOIPHUSTHUS:

11.  domkHOCTb, (hamMuivs ¥ WMHULMabl JO/PKHOCTHOTO JIWLla KOHTPOJBHOTO (HA/30pPHOT0) OpraHa, B [OJDKHOCTHbIE
00513aHHOCTU KOTOPOTO B COOTBETCTBUH C TIOJIO)KEHWEM O BHZE KOHTPOJIS, O/PKHOCTHBIM PerjiaMeHTOM WX JO/DKHOCTHOM
WMHCTPYKLMEeM BXOJUT OCYIlleCTB/IeHWe MOJTHOMOYMHI 0 BUJY KOHTPOJs, B TOM UMCJ/ie MpOBeJeHrue KOHTPOJIbHBIX (Ha/[30PHbBIX)
MepOMPUSITHH, TIPOBOASIIETO KOHTPOIbHOE (HaZ30PHOE) MEPOIIPUSATHE U 3allO/THSOIEro TPOBEePOYHbIN JTUCT:

12. Tlogmucy [O/DKHOCTHBIX JIML, KOHTPOJBHOTO (HAZ30pPHOI0) OpraHa, y4acTBYIOIIMX B MNPOBEJ€HWHM KOHTPOJIBHOTO
(HaZ30pHOr0) MEPONPUATHS:

(momxHOCTH, (PaMUTMK Y UHULAATIBI)
13. Tlogmuce pykoBoAuWTeNsl TPYNMbl JOJ/DKHOCTHBIX JIML, KOHTPOJIBHOTO (HaJ30pHOr0) OpraHa, Y4yacTBYHOLUX B
MPOBeJIeHUH KOHTPOJILHOTO (Ha/I30pPHOI0) MEPOIPUSTHUS:

(A0/DKHOCTD, haMUINS U UHULAITBI)



	для осуществления фармацевтической деятельности в сфере обращения лекарственных средств для медицинского применения (за исключением обособленных подразделений медицинских организаций) высшее или среднее фармацевтическое образование, а также сертификат специалиста или пройденную аккредитацию специалиста?

